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PART I: 


SCHOOL BREAKFAST, LUNCH. AND MILK 
PROGRAMS 

USDA/FNS amends Income poverty guidelines for de- 

terming eligibility; effective 10-7-75 . — 

USDA amends eligibility standards; effective 12-1-75 


57234 

57206 


OUTER CONTINENTAL SHELF OIL AND GAS 

Interior/GS proposes drilling requirements for Mid- 
Atlantic area; comments by 2-15-76 ... — - 


PRIVACY ACT 

VA proposes new routine use of records; comments by 
1-7-76 ..- -.— 57249 

AIRCRAFT EQUIPMENT 

DOT/FAA deletes and terminates certain Technical 
Standard Orders; comments by 2-6—76 —- - 57222 

NIH GRANTS PEER REVIEW SYSTEM 

HEW/NIH to solicit information; hearings 2-12, 2-19, 
and 2-26-76 ~ .. — 57235 

DOMESTIC VOLUNTEER SERVICE PROGRAMS 
ACTION acts to assure participation by beneficiaries; 
effective 1-7-76 .. —„-~- -—— — 87217 

_ CONTINUED INSIDE 


PART II: 

OVER-THE-COUNTER DRUGS 
HEW/FDA proposes the establishment of monographs 
for nighttime sleep-aids, daytime sedatives, and stimu¬ 
lants; comments by 3-8-75 . .. . 


PART III: 

FARM LABOR 

Labor Department proposes to amend rules dealing with 
registration of contractors who provide migrant agricul¬ 
tural workers; comments by 1-22-76 .. ..- 


PART IV: 

AVIATION OPERATIONS REVIEW 

DOT/FAA proposes clarification of regulations; com¬ 


ments by 3-8-76 ---.---- 57341 

PART V: 

FEDERAL ELECTIONS 

FEC publishes requests for advisory opinions .. 57347 























reminders 

(The Items tn this list wers editorially compiled as an aid to Psdx sai. Rtcisra users. Inclusion or exclusion from this Itot has no legal 
sig n i fi ca n ce. Since this list is Intended as a reminder, it does not Include effective dates that occur within 14 days of publication.) 


Rules Going Into Effect Today 

DOT/FAA—Airworthiness directive; 
Mooney model M20 series airplanes. 

51996; 11-7-75 
EPA—Effluent guidelines; grain mills point 
source category .... 52014; 11-7-75 

FCC—Radio broadcast services; FM broad¬ 
cast stations: 

Alabama 51040; 11-3-75 

California . .. 51442; 11-5-75 

Louisiana . 51039; 11-3-75 

FHLBB—Permission for Federal associa¬ 
tions to adjust mortgage interest rates 
by changing the amount of the monthly 
payments, the length of the loan torm 
or by a combination thereof ™ 51415; 

11-5-75 

ICC—Issuance of Securities, assumption 
of obligations and filing of certificates 
and reports; expanded definition of term 
“Securities’*, denial of petitions for 
reconsideration 47504; 10-9-75 

Legal Services Corporation—Adoption of 
bylaws 52021; 11-7-75 

List of Public Laws 

NOTE: No acts approved by the Presi¬ 
dent were received by the Office of the 
Federal Register for inclusion in today's 
LIST OF PUBUC LAWS. 


✓ 


\ 


ATTENTION: Questions, corrections, or requests for information regarding the contents of this issue only may 
be made by dialing 202-523-5284. For information on obtaining extra copies, please call 202-52X3240. 
To obtain advance information from recorded highlights of selected documents to appear in the next issue, 
dial 202-523-5022. 




Published dally. Monday through Priday (no publication on Saturdays. Sundays, or on official Federal 
holidays), by the Office of the Federal Register. National Archives and Records Service, General Services 
Administration. Washington. D C. 20408, under the Federal Register Act (40 6tat. BOO. as amended; 44 U.S.C., 
Ch- 18) and the regulations of the Administrative Committee of the Federal Register <1 CFR Ch. I). Distribution 
is made only by the Superintendent of Documents. UB. Government Printing Office. Washington. D C. 20402. 


The lasuL Ra*arras provides a uniform system for making available to the public regulations and legal notices issued 
by Federal agencies. These include Presidential proclamations and Executive orders and Federal agoncy documents having 
general applicability and legal effect, documents required to be published by Act of Congrats and other Federal agency 
documents of public interest. 


The F»bul Haoisrai will be furnished by mall to subscriber*, free of postage, for *5 00 per month or $50 per year, payable 
In advance. Tbs charge for Individual copies is 75 cents for each issue, or 76 cents for each group of pages as actually bound. 
Remit check or money order, made payable to the Superintendent of Documents. VB Government Printing Office. Washington, 
D.C. 20402. 


There are us restrictions on the republlcauon of material appearlng In the Fro wlal R* i istvm . 
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HIGHLIGHTS—Continued 


FOOD ADDITIVES 

HEW/FDA allows use of a clarifier for water in the manu¬ 
facture of paper and paperboard; effective 12-8-75 57209 

PROCESSED FRUITS AND VEGETABLES 

USDA/AMS amends inspection and certification fees; 


effective 10-12-75 


57206 


PESTICIDES 

EPA exempts certain inert ingredients from tolerance 
requirement; effective 12-8—75 -.- - •••■ - 57215 

ENDANGERED AND THREATENED WILDLIFE 
AND PLANTS 

lnter»or/FWS proposes change to list of species; com¬ 
ments by 2—8—76 —• •— •— . 57221 

DRUG ENFORCEMENT 

Justice/DEA amends rules on submission of hearing 
requests . . - - 57210 

POSTAL SYSTEM 

Postal Service proposes that green border envelopes and 
cards be used as first class mail only; comments by 

1-5-76 — . -.-.-.. 57223 

Postal Service increases fees for domestic special serv¬ 
ices, domestic and international money orders, and for 
other nonpostal services; effective 1-3-76 — ~ - 57212 

Postal Service Increases fees for international special 
mail services; effective 1-3-76. .... ... 57212 

NATIONAL FLOOD INSURANCE PROGRAM 

HUD/F1A provides listing of servicing companies; effec¬ 
tive 1-8-76... ....___ 57210 


DOMESTIC AND FOREIGN SEA VOYAGES 

OOT/CG revises fee schedule for assignment, reissue. 

and survey of load Itnes; effective 1-8—76.. ... 57218 

AGRICULTURAL ADVISORY COMMITTEES 

USOA amends committee management regulations 57205 

CLASSIFICATION OF SAVINGS DEPOSITS 

FDIC amends definition for purposes of assessment ~ 57209 

MEETINGS— 

Commerce/DIB A: Numerically Controlled Machine 
Tool Technical Advisory Committee. Foreign 
Availability Subcommittee. 1-13-76 57235 

NBS: Center for Building Technology Advisory Com¬ 
mittee, 1-13-76 .— — — 57235 

DOD/Army: Medical Research and Development Ad¬ 
visory Panel. 1-8-76 — 57224 

EPA: Effluent Standards and Water Quality Information 

Advisory Committee. 1-15 and 1-16-76 . 57241 

HEW/OE: Advisory Council on Financial Aid to Stu¬ 
dents, 2-9 and 2-10-76 57236 

Justice/LEAA: National Advisory Committee on 
Criminal Justice Standards and Goals, Private 
Security Task Force, 1-8 through 1-10-76 57225 

National Advisory Committee on Criminal Justice 
Standards and Goalv-Juvenilo Delinquency Task 

Force. 1-9 and 1-10-76 .. 57224 

Treasury/Comptroller Regional Advisory Committee 
on Banking Policies and Practices for the Fourteenth 
National Bank Region. 12-18 and 12-19-75 57224 

RESCHEDULED MEETING— 

USDA/AMS: Shippers Advisory Committee, resched¬ 
uled from 12-9-75 to 1-6-76. ... .. 57233 


contents 


ACTION 

Rules 

Project beneficiaries; participa¬ 
tion -_ 57217 

AGRICULTURAL MARKETING SERVICE 
Rules 

Inspection services on a contract 

basis; charges_ 57206 

Onions grown In South Texas_ 57209 

Proposed Rules 

Nectarines frown in California— 57221 
Papayas grown in Hawaii_ 57221 

Notices 

Meetings: 

Shippers Advisory Committee; 
postponement_ 57233 

AGRICULTURAL STABILIZATION AND 
CONSERVATION SERVICE 

Notices 

Draft environmental statements; 
availability, etc.; conservation 
program- 57233 

AGRICULTURE DEPARTMENT 

See also Agricultural Marketing 
Service; Agricultural Stabiliza¬ 
tion and Conservation Service; 
Commodity Credit Corporation; 

Pood and Nutrition Service. 


Rules 

Committee management regula¬ 
tions ... 57205 

ARMY DEPARTMENT 
Notices 

Meetings: 

Medical Research and Develop¬ 
ment Advisory Panel _ 67224 

CIVIL SERVICE COMMISSION 
Rules 

Excepted Service: 

Commodity Futures Trading 

Commission_ _ 57202 

Federal Energy Administration. 57202 

COAST GUARD 
Rules 

Domestic and foreign voyages by 
sea; fee schedule _ 57218 

Proposed Rules 

Drawbridge operations: 

Vermont_ _ 57222 


COMMERCE DEPARTMENT 

See also Domestic and Interna¬ 
tional Business Administration; 
National Bureau of Standards. 

COMMODITY CREDIT CORPORATION 
Rules 

Loan and purchase programs: To¬ 
bacco <Are cured, dark air cured 
and Virginia sun-cured), 1975; 
correction _ 57209 

COMPTROLLER OF THE CURRENCY 

Notices 

Meetings: 

Advisory Committee on Banking 
Policies and Practices for the 
Fourteenth National Bank 
Region _....--- 57224 

DEFENSE DEPARTMENT 

See Army Department. 

DOMESTIC AND INTERNATIONAL 
BUSINESS ADMINISTRATION 

Notices 

Meetings: 

Numerically Controlled Machine 
Tool Technical Advisory Com¬ 
mittee _ 57235 
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CONTENTS 


DRUG CNFORCCMENT ADMINISTRATION 

Rules 

Adm lustra Lire functions, prac¬ 
tices and procedures; hearing 

requests ..._ 57210 

Notices 

Applications, etc.; controlled sub¬ 
stances : 

Health. Education, and Welfare 
Department_ 57224 

EDUCATION OFFICE 

Notices 

Meetings: 

Advisory Council on Financial 
Aid to Students_ 57236 

ENVIRONMENTAL PROTECTION AGENCY 

Rules 

Pesticides chemicals in or on raw 
agricultural commodities; 
tolerances and exemptions, 
etc,: 

Inert ingredients in formula¬ 
tions .. 57215 

Water pollution effluent guide¬ 
lines for certain point source 
categories; manufacturing 
processing, etc.; 

Canned and preserved fruits and 
vegetables; extension of com¬ 
ment period- 57216 

Proposed Rules 

Water pollution; effluent guide¬ 
lines for certain point source 
ca tegories; manufacturing, 

processing, etc.; 

Canned and preserved fruits and 
vegetables; extension of com¬ 
ments time_I_ 57223 

Notices 

Waste, solid; treatment, manage¬ 
ment. etc.: 

Alternate waste management 


techniques; correction __ 57240 

Meetings : 

Effluent Standards and Water 
Quality Information Advisory 

Committee _ 57241 

Pesticide registration; 

Applications __ 57241 

FEOCRAt AVIATION ADMINISTRATION 
Rules 

Control zone __ 57204 

Control /one and transition area.. 57203 


Transition areas (6 documents). 57203. 

57204 

Standard instrument approach 
procedures _ 57204 

Proposed Rules 

Operations review program; clari¬ 
fying and editorial changes _ 57341 

IV hnlcal Standard Orders; dele¬ 
tions and terminations _ 57222 

FEOERAL DEPOSIT INSURANCE 
CORPORATION 

Rules 

Deposits; classification __ 57209 

FEDERAL ELECTION COMMISSION 

Notices 

Advisory opinion requests —_ 57347 


FEDERAL ENERGY ADMINISTRATION 

Notices 

Old oil allocation program. 1975; 
entitlement notices; 

September; correction_ 57242 

FEDERAL INSURANCE ADMINISTRATION 

Rules 

National Flood Insurance Pro¬ 
gram: 

Sale of insurance and adjust¬ 
ment claims; list of servicing 
companies; Judicial review.. 57210 

FEDERAL MARITIME COMMISSION 

Notices 

Agreements filed : 

Canaveral Port Authority, et al. 57242 

Farrell Lines. Inc. and Pacific 


Far East Line. Inc _ 57242 

Universal Alco Ltd., et &1 _ 57243 

FEDERAL POWER COMMISSION 
Notices 

Hearings, etc.: 

Atlantic Richfield Co., et al _ 57243 

Boston Edison Co _ 57244 

Cleveland Electric Co _ 57244 

Consumer Power Co _ 57244 

Granite State Gas Transmis¬ 
sion. Inc _ 57244 

Northern Natural Gas Co _ 57245 

Otter Tail Power Co _ 57245 

8ea Robin Pipeline Co _ 57245 

Southern California Edison Co, 

(2 documents) ___ 57245. 57246 


FEDERAL RESERVE SYSTEM 

Notices 

Applications, etc.: 

Or wig and Co.. Inc _ 57246 

Park Capital Corp... 67247 

FEDERAL TRADE COMMISSION 

Rules 

Prohibited trade practices: 
D*Arcy-MacManus L Ma&lus, 

Inc __ 57195 

Hair Replacement Research 

Center. Inc., et al _ 57198 

Pacific Gamble Robinson Co.... 57195 
Sherwood Electronic Labora¬ 
tories. Inc _ 57199 

Tri-West Construction Co.. Inc., 

et al _ 57201 

U.8. Pioneer Electronics Corp.. 57197 

FISH AND WILDLIFE SERVICE 

Rules 

Public access, use and recreation: 
Bombay Hook National Wildlife 

Refuge. Del - 57218 

Eastern Nec* National Wildlife 

Refuge. Md _„_ 57219 

Erie National Wildlife Refuge, 

Pa _ 57219 

Tlnlcuin National Environmen¬ 
tal Center. Pa _ 57219 

Sachucst Point National Wild¬ 
life Refuge. It I _ 57219 

Sport fishing: 

Dc Soto National Wildlife 
Refuge. Iowa and Nebr __ 57220 

Proposed Rules 

Endangered and threatened wild¬ 
life and plants, proposed en¬ 
dangered status for 216 species 
appearing on Convention on In¬ 
ternational Trade: correction.. 57221 


Notices 

Coyote damage control; cattle, 
sheep, and goats; report ou 
emergency use of M-44 devices. 57225 

FOOD AND DRUG ADMINISTRATION 

f 

Rules 

Food additives: 

Components of paper and paper- 
board In contact with aqueous 
and fatty foods _ 57209 

Proposed Rules 

Over-the-counter drugs: estab¬ 
lishment of monographs for 
nighttime sleep-aid. daytime 
sedative, und stimulant prod¬ 
ucts . 57291 

FOOD AND NUTRITION SERVICE 
Rules 

Free and reduced price meals and 
free milk In schools: eligibility 
requirements _ 57206 

Notices 

School breakfast and lunch pro¬ 
grams: 

Income poverty guidelines for 
determining eligibility _ 57231 

GENERAL SERVICES ADMINISTRATION 
Rules 

Travel trailers; procurement. 57216 

Notices 

Authority delegations: 

Secretary of Defense <2 docu¬ 
ments) _ 57247 

GEOLOGICAL SURVEY 
Notices 

OCS order; drilling procedures for 
the Mid Atlantic area. 57225 

HEALTH, EDUCATION. ANO WELFARE 
DEPARTMENT 

See Education Office: Food and 
Drug Administration; National 
Institutes of Health. 

HOUSING AND URBAN DEVELOPMENT 
ADMINISTRATION 

See Federal Insurance Adminis¬ 
tration; Interstate Land Sales 
Registration Office. 

INTERIOR DEPARTMENT 

Sec aho Fish and Wildlife Service: 
Geological Survey. 

Notices 

Environmental statements; avail¬ 
ability. etc.; 

Wild and scenic river study of 
the New River. North Car¬ 
olina ... 57225 

INTERNATIONAL JOINT COMMISSION. 
UNITED STATES AND CANADA 

Notices 

St. Lawrence Seaway Authority; 

application; hearing - 57348 


Ir 
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CONTENTS 


INTERNATIONAL TRADE COMMISSION 


Notices 

Import investigations: 

Bismuth molybdate catalysts--. 57248 
Glass fiber optic devices and In¬ 
struments with glass fiber op¬ 
tic devices -- 57248 

INTERSTATE COMMERCE COMMISSION 

Notices 

Abandonment of railroad services : 

Mackinac Transportation Co — 57250 
Car service exemptions, manda- 

tory <4 documents) -- 57250-57252 

Hearings assignments - 57249 

Motor carriers: _____ 

Transfer proceedings -- 57.50 

Rerouting of traffic : 

Baltimore and Ohio Railroad 
Co .—.—- 57251 

INTERSTATE LAND SALES REGISTRATION 
OFFICE 


Notices 

Land developers: investigatory 
hearings, orders of suspen¬ 
sion, etc.: 

Cinnamon Lake- -- 57236 


JUSTICE DEPARTMENT 

See Drug Enforcement Adminis¬ 
tration; Law Enforcement As¬ 
sistance Administration. 


LABOR DEPARTMENT 
Proposed Rules 

Registration of farm labor con¬ 
tractors _ 57331 


LAW ENFORCEMENT ASSISTANCE 
ADMINISTRATION 

Notices 

Meetings: 

National Advisory Committee on 
Criminal Justice Standards 
and Goals (2 Documents) — 57224, 

57225 

NATIONAL BUREAU OF STANDARDS 

Notices 

Meetings: 

Center for Building Technology 

Advisory Committee - 57235 

NATIONAL INSTITUTES OF HEALTH 

Notices 

Public Healings: 

NIH Grants Peer Review Sys¬ 
tem ___—- 57235 

NUCLEAR REGULATORY COMMISSION 

Notices 

Regulatory guides: Issuance and 

availability .. 57240 

Applications, etc.: 

DuQuesne Light Co„ et al —— 57238 
Kansas Gas and Electric Co., et 

al ..-.. 57237 

Pacific Gas and Electric Co_. 57237 

Power Authority of New York 

State (2 documents)57237. 57239 
Southern California Edison Co. 
and San Diego Gas and Elec¬ 
tric Co --- 57239 

Tennessee Valley Authority. ... 57240 


POSTAL SERVICE 

Rules 

Domestic special services, do¬ 
mestic and international money 
orders and other nonpostal serv¬ 
ices: Increase in fees - 57212 

International Special Mail Serv¬ 
ices; increase in fees - 57212 

Proposed Rules 

Envelopes, postal cards, aero¬ 
grammes. first class: green bor¬ 
der envelopes and cards - 57223 

Notices 

Mail to Canada: private express 
statutes; revocation of suspen¬ 
sion _-— 57248 

SPECIAL REPRESENTATIVE FOR TRADE 
NEGOTIATIONS OFFICE 

Notices 

Millers* National Federation; com¬ 
plaint _...___ 57249 

TRANSPORTATION DEPARTMENT 

See Coast Guard: Federal Avia¬ 
tion Administration. 

TREASURY DEPARTMENT 

See Comptroller of the Currency. 

VETERANS ADMINISTRATION 

Notices 

Privacy Act; system of records; 
proposed additional routine 
use __ 57249 


list of efr ports offected 


Th. following numerical gold, I, a hat of th. parts of each ..... of th. Cod. of F^ara. 

Issue A cumulative liat of part, affected. coving tha currant month to data, foltowa baginning with the socond ls.ua of tha month 

A Cumulative Llat of CFH Sections A ftocted Is published separately at tha and of each month. Tha guide lists tha parts and loctlona affect 
by document* publ imbed *ince revision dot© of ouch title. 
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213 (2 documents) _ 


135 

_ 57342 
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_ 57202 
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145..- 

147 

__ 57342 

57342 
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111 _ 

.......__ 91414 
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16 CFR 


Proposed Rules: 
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. 57223 
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_ 57206 

13 (6 documents >_57195-57201 
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141 
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_ 57209 
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. 57209 
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Proposed Rljlss: 
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. 57221 

Proposed Rules: 
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. 57292 
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Proposed Rules: 

.. 57216 
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™-I™—-- 57292 
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.. 57223 

327_ 

_ 57209 

24 CFR 


41 CFR 


14 CFR 


1912.. 

.. 57210 

101-26 .- - 

_ 57216 

71 (8 documents) . 

57203. 57204 

29 CFR 


45 CFR 


97... 

Proposed Rules: 

37._ _ _ 

Proposed Rules: 

40.—.— 

_ 57332 
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_ 57217 


_ 57222 

33 CFR 

Proposed Rules: 
117™. 

39 CFR 


46 CFR 
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50 CFR 
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CUMULATIVE LIST OF PARTS AFFECTED—DECEMBER 


The following numerical guide is a list of parts of each title of the Code of 
Federal Regulations affected by documents published to date during December. 


1 CFR 

Chapter I _ 55633 

425 __._ 56651 

3 CFR 

Executive Orders: 

8278 (Revoked In part by PLO 
5550 ..... 56667 

5 CFR 

213 _ 56651. 57202 

890 . 55829 

736.. ___ 56651 

7 CFR 

2 _ 56431.56669 

16 _ 55829 

25— . 57205 

25A . 57205 

53 _ 57206 

245 _ 57206 

271 .. 55646 

722 _ 55656 

725 . 55656 

726 . 56421 

729 _ 55658 

907 . 56670 

959 _ 57209 

982 _ 55829 

1421 _ 56423 

1464 ..... 57209 


Proposed Rules: 


14 CFR—Continued 


Proposed Rules: 

37.. _ 57232 

63..—. 57342 

71_ 55664. 55665. 55866. 56919 

91_ 57342 

105. 57342 

121. 57342 

123. 57342 

129. 57342 

135- 57342 

137.. . 57342 

145_ 57342 

147. 57342 

253_55665 

399.. . 55665 

15 CFR 

379..—.56124 

950__.-_56653 

16 CFR 

13_ 56655-56658. 57195-57201 

302_ 56659 

1602.. 56885 

17 CFR 

210- 55830. 55835 

239 . 55836 

240 -55837 

249—_ 55837 

Proposed Rules: 

12_55666 


18 CFR 


22 CFR 

602 _ 56661 

23 CFR 

630 _ 55639 

712 . 55643 

24 CFR 

1710 _ 

1912. .. 

1914 ... 

1915 _-r_ 

1918... . 

1917 . 

1920 _ 

Proposed Rules: 

1710 .. 56919 

1917 _ 56459 

26 CFR 

1 _S_ 55849 

301 _ 55849 

Proposed Rules: 

1. 56448 

27 CFR 

6 _ 55856 

194 _ 56887 

28 CFR 

Proposed Rules; 

19 . 56453 

42. . 56454 


_..56907 

.. 57210 

_ 56670 

_56672. 56910 

_ 56426 

_ 56426 

_ 56427-56429 


622.... 

_ 56457 

916.... 


928_ 

__ _ 57221 

932_ 

___ 56457 

1060-.. 

__ 56674 

1063... 

_ 56674 


9 CFR 

Proposed Rules: 

91 ... 56675 


10 CFR 


2__... 56886 

35_..__ 56424 

19 CFR 

4_55837 

159... 55638, 55639 

201_55838 

Proposed Rules: 

141 . 56674 

142 _56674 

143 . 56674 

159_ 56674 

201_ 56936 


29 CFR 

1902....55857 

Proposed Rules: 

40_ 57332 

1910.55866,55867 

32 CFR 

650. 55962 

33 CFR 

117. 56429 

128.-..... 56430 

Proposed Rules: 


Rulikgs: 

1975-18 __ 55860 


12 CFR 

7 .—__ 56883 

225 _ 55634 

226 . 55634 

265 _ 55635 

327 . . . 57209 


13 CFR 

Proposed Rules: 

121 _ 55860, 55868 


14 CFR 

39 _ 55635-65637, 56652, 56883 

71 .—__ 55638. 

55829, 56423, 56424, 56652. 56884. 
57203. 57204 

75 __ 55830, 56884 

97. ..... 57204 

288 _ 56852 


20 CFR 


405___ 

410_ 

Proposeo Rules: 

405_.... 

625.. 

21 CFR 
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121 _ 

123__ _ ... 

_ 56659 
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. 56458 
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... 55838 

_ 55838 

. 56907, 57209 
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_ 56425 
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640___ 
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Proposed Rules: 
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Proposed Rules: 

Ch. I _ 56459 
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7 _ 56888 
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1 ... 56433 
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Proposed Rules: 

3 . 56936 

39 CFR 

42 _ 57212 

43 ... 57212 

44 _ 57212 

45 _ 67212 

47_ 67212 

111 . 57212 

Proposed Rules: 

111 _ 57223 
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41 CFR 

101-26_ 67216 

105-61_ 66892 

__ 55857 

114-60_ 55858 

42 CFR 

57 _ 56674 

Proposed Rules: 

2 a 56692 


43 CFR 

Public Land Orders: 

5184 (Amended by PLO 5550)_56667 

5187 (Revoked in part by PLO 


5550)_56667 

5550.. 56667 

45 CFR 

1013.-.. 55859 

1222__- 57217 

Proposed Rules: 

115_57042 

160d_ 55659 

162_ 56678 

46 CFR 

42_ 57218 

310_ 55643 

Proposed Rules: 

10. 55663 

47 CFR 

1 55644 

73. 55644 


47 CFR—Continued 

Proposed Rules: 

76. 55868 

49 CFR 

107_ 56442 

310. 55645 

571_ 56667.56898 

1010. 56668 

1033_ 55860. 56443. 56444, 56898 

Proposed Rules: 

557__—. 56926 

567. 55665 

568.. 55665 

571_ 55665. 56920, 56928 

579. 56930 

50 CFR 

28 . 56444. 56445. 56669. 57218, 57220 

33.. 55860. 56446 

218_ 56899 

Proposed Rules: 

17_ 57221 

510. 55679 
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rules and regulations 


This section of the FEDERAL REGISTER contains regulatory documents having general applicability and legal effect most of which are 
keyed to and codified in the Code of Federal Regulations, which is published under 50 titles pursuant to 44 U.S.C. 1510. 

The Code of Federal Regulations is add by tha Superintendent of Documents. Prices of new books are listed in the first FEDERAL 
REGISTER issue of each month. 


Title 16—Commercial Practices 

CHAPTER I—FEDERAL TRADE 
COMMISSION 

(Docket No. C-27571 

PART 13—PROHIBITED TRADE PRAC¬ 
TICES, AND AFFIRMATIVE CORRECTIVE 

ACTIONS 

D'Arcy-MacManus & Masius, Inc. 

Subpart—Advertising falsely or mis¬ 
leadingly: § 13.10 Advertising falsely or 
misleadingly: § 13.20 Comparative data 
or merits; 13.20-20 Competitors' prod¬ 
ucts; | 13.170 Qualities or properties of 
product or service; 13.170-34 Economiz¬ 
ing or saving; 6 13.205 Scientific or 
other relevant facts; § 13.210 Scientific 
tests; $ 13.265 Tests and investigations. 
Subpart—Corrective actions and/or re¬ 
quirements: 8 13.533 Corrective actions 
and/or requirements; 13.533-20 Disclo¬ 
sures. Subpart—Misrepresenting oneself 
and goods—Goods: | 13.1575 Compara¬ 
tive data or merits; 5 13.1685 Nature; 
8 13.1710 Qualities or properties; 
8 13.1740 Scientific or other relevant 
facts; 8 13.1762 Tests, purported. Sub- 
pnrt—Offering unfair, improper and de¬ 
ceptive inducements to purchase or deal: 
8 13.2063 Scientific or other relevant 
facts. Subpart—Using deceptive tech¬ 
niques in advertising: 8 13.2275 Using 
deceptive techniques in advertising. 

(See. 6, 38 8tat. 721; 15 UJ8.C. 46. Interpret* 
or epplke eec. 5. 36 Stat. 710. a* amended; 16 
UA.C. 45) 

In the Afaffer of DArcy-MacManus A 
Masius, Inc. a Corporation 

Consent order requiring a New York 
City advertising agency, among other 
things to cease making deceptive fuel 
economy claims for automobiles. 

The order to cease and desist. Includ¬ 
ing further order requiring report of 
compliance therewith, is as follows:' 

Order 

It is ordered . That respondent D’Arcy- 
MacManus & Masius. Inc., Its successors 
and assigns, its officers, agents, repre¬ 
sentatives, and employees, directly or 
through any corporation, subsidiary, di¬ 
vision or other device in connection with 
the advertising, offering for sale, sale 
or distribution of products in commerce 
as "commerce" is defined in the Federal 
Trado Commission Act, do forthwith 
cease and desist from: 

1. Representing, directly or by impli¬ 
cation, by reference to a test or tests, 
that any automobile is superior with re¬ 
gard to fuel economy to any other auto¬ 
mobile, unless: 


1 Copies of tho Complaint. Decision and 
Order, filed with the original document. 


(a) Such superiority has been demon¬ 
strated, os to the model(s) for which it 
Ls claimed, by such test or tests with 
respect to each sample, or the valid aver¬ 
age of all identical samples, of each model 
represented to have been tested; or 

(b) The valid test results for each 
sample, or the valid average of all iden¬ 
tical samples, of each model so compared, 
including the advertised model as well os 
such makes and models to which the 
advertised model is compared, are clearly 
and conspicuously disclosed. 

For the purpose of this order "sample" 
shall mean an actual automobile tested. 
It is provided, however. That nothing in 
this paragraph is intended to conflict 
with any guidelines, rules or regulations 
with respect to fuel economy testing or 
advertising that may hereafter from time 
to time be promulgated by any agency 
of the United States Government, and. 
if such conflict does occur, the guide¬ 
lines, rules or regulations shall govern. 

2. Misrepresenting in any manner the 
fuel economy of any automobiles or the 
superiority of any automobile over com¬ 
peting products in terms of fuel economy. 

3. Representing, directly or by Impli¬ 
cation. by reference to a test or tests, 
that the performance of any consumer 
automotive product has been tested 
cither alone or in comparison with other 
consumer automotive products unless 
such representation<s> accurately reflect 
the test results and unless the tests 
themselves are so devised and conducted 
as to substantiate each such representa¬ 
tion concerning the featured tests. 

4. Misrepresenting in any manner the 
purpose, contents or conclusion of any 
test, report or study relating to the per¬ 
formance of any consumer automotive 
product. 

For purposes of paragraphs 3 and 4 of 
this order "test" shall Include demon¬ 
strations which are claimed to be proof 
of the representations made. 

5. It shall be a defense under para¬ 
graphs 1-4 of this order that respondent 
neither knew nor should have known of 
the facts concerning the test, fuel econ¬ 
omy or performance which make the 
advertising false or misleading. 

It is further ordered. That the re¬ 
spondent herein shall, within sixty (60) 
days after service upon them of this 
order, file with the Commission a report 
In writing setting forth in detail the 
manner and form In which they have 
complied with this order. 

It is further ordered. That the re¬ 
spondent corporation shall forthwith 
distribute a copy of this order to each of 
its operating divisions. 

It is further ordered. That respondent 
notify the Commission at least thirty 


(30) days prior to any proposed change 
In the corporate respondent such as dis¬ 
solution. assignment or sale resulting in 
tho emergence of a successor corpora¬ 
tion. the creation or dissolution of sub¬ 
sidiaries or any other change In the cor¬ 
poration which may affect compliance 
obligations arising out of the order. 

The Decision and Order was issued by 
the Commission October 31, 1975. 

Charles A. Tobin, 
Secretary . 

(FR Doc 76-32887 Filed 12-5-75;8:45 am) 


(Docket No. C-27561 

PART 13—PROHIBITED TRADE PRAC¬ 
TICES. AND AFFIRMATIVE CORRECTIVE 

ACTIONS 

Pacific Gamble Robinson Co. 

Subpart—Advertising falsely or mis¬ 
leadingly: 8 13.10 Advertising falsely or 
misleadingly; 13.10-1 Availability of 
merchandise and/or facilities; 8 13.180 
Quantity; 13.180-30 In stock; 8 13.205 
Scientific or other relevant facts. Sub- 
part—Corrective actions and/or require¬ 
ments; 1 13.533 Corrective actions and/ 
or requirements; 13.533-20 Disclosures; 
13.533-25 Displays, in-house; 13.533-40 
Furnishing Information to media; 13.- 
533-45 Maintain records; 13.533-45(k) 
Records, in general. Subpart—Misrepre¬ 
senting oneself and goods—Goods: 8 13.- 
1572 Availability of advertised mer¬ 
chandise and/or facilities; 8 131740 
Scientific or other relevant facts. Sub¬ 
part—Neglecting, unfairly or deceptively, 
to moke material disclosure: 8 13.1882 
Prices: 8 13.1895 Scientific or other 
relevant facts. Subpart—Offering un¬ 
fair. improper and deceptive induce¬ 
ments to purchase or deal: 8 13.2063 
Scientific or other relevant facts. 

<8ec. 6. 38 Slat. 721; 15 U.8C. 46. Interpret* 
or applies sec. 6, 38 8tat. 719, as amended; 
16 U-8.C. 45) 

In the Matter of Pacific Gamble Robin¬ 
son Co., a Corporation 

Consent order requiring a Seattle, 
Wash., grocery store chain, among other 
things to cease not having advertised 
items readily available for sale at or 
below the advertised price. Further, re¬ 
spondent is required to use shelf signs 
to Indicate the location of items adver¬ 
tised below regular shelf price; to mark 
customarily price-marked items with the 
advertised prices; to post at store en¬ 
trances and check-out counters notices 
( 1 ) containing a copy of the ad, ( 2 ) 
listing any advertised items unavailable, 
and ( 3 ) announcing that rainchecks will 
be Issued for them; and to maintain a 
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program of continuing surveillance to 
ensure that their stores comply with the 
order. 

The order to cease and desist, including 
further order requiring report of com¬ 
pliance therewith, is as foil owe: * 

Onn 

I. It U ordered . That respondent Pa¬ 
cific Gamble Robinson Co., a corporation, 
its successors or assigns. Us officers, 
agents, representative* and employees, 
directly or through any corporation, sub¬ 
sidiary, division or other device, in con¬ 
nection with the advertising, offering for 
sale, sale or distribution of food or 
grocery products or other merchandise, 
hereafter sometimes referred to as items, 
offered or sold in its retail stores, in 
commerce, as '‘commerce’* Is defined in 
the Federal Trade Commission Act, do 
forthwith cease and desist from, directly 
or indirectly: 

A. Disseminating, or causing the dis¬ 
semination of any advertisement by any 
means which offers any items for sale at 
a stated price, unless throughout the 
effective period of the advertised offer 
at each retail store covered by the ad¬ 
vertisement : 

1. Each advertised item is readily 
available for sale to customers in the 
public area of the store, or if not readily 
available there, a clear and conspicuous 
notice is posted where the item is regu¬ 
larly displayed which states that the Item 
is in stock and may be obtained upon 
request, and said item is furnished on 
request; 

2. There is a sign or other conspicuous 
marking at the place where an Item ad¬ 
vertised below regular shelf price is dis¬ 
played for sale clearly disclosing that 
the Item is "as advertised" or "on sale" 
or words of similar Import as appropriate, 
and disclosing on such sign or marking, 
the advertised price; 

3. Each advertised Item, which Is us¬ 
ually and customarily individually 
marked with a price, is individually, 
clearly, and conspicuously marked with 
the advertised price; 

4. Each advertised Item Is sold to cus¬ 
tomers at or below the advertised price: 
Provided , That It shall not be deemed 
a violation of the above subparagraphs 
A.I., A.2., A3, or A.4., if respondent is 
complying with a specific exemption, lim¬ 
itation or restriction with respect to 
store. Item or price which is clearly and 
conspicuously disclosed in all advertise¬ 
ments. Provided, further, It shall con¬ 
stitute a defense to a charge of unavail¬ 
ability under subparagraph IA.1. if re¬ 
spondent maintains and furnishes or 
makes available for Inspection and copy¬ 
ing upon the request of the Federal Trade 
Commission, such records and affidavits 
as will allow that (a) the advertised items 
were delivered to its stores in quantities 
sufficient to meet reasonably anticipated 
demand, or <b> the advertised Items were 
ordered but not delivered due to clrcum- 


«Copies of the Comolirfnt, Decision and 
Order, filed with the orkgimml document. 
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stance* beyond respondent’s control, and 
that respondent, upon notice or knowl¬ 
edge of such nondelivery acted immedi¬ 
ately to contact the media to correct the 
advertisement or proposed advertisement 
to reflect the limited availability or un¬ 
availability of each advertised item, and 
(c) respondent immediately offered to 
customers on inquiry a "rain check" 
for each unavailable Item which entitled 
the holder to purchase the Item in the 
near future at or below the advertised 
price. 

In determining compliance with Sec¬ 
tion I of this order, the Commission will 
consider the circumstances surrounding 
failure to make advertised items con¬ 
spicuously and readily available for sale 
at or below the advertised prices due to 
circumstances beyond respondent's con¬ 
trol. 

II. It Ut further ordered , That respond¬ 
ent Pacific Gamble Robinson Co. a cor¬ 
poration, its successors or assigns, its 
officers, agents, representatives and em¬ 
ployees, directly or through any corpo¬ 
ration. subsidiary, division or other de¬ 
vice. In connection with the advertising, 
offering for sale, sale or distribution of 
food or drugs, as those terms are de¬ 
fined in the Federal Trade Commission 
Act. do forthwith cease and desist from: 

A. Disseminating or causing to be dis¬ 
seminated, by United States malls or by 
any means in commerce, as "commerce" 
Is defined In the Federal Trade Commis¬ 
sion Act, for the purpose of inducing, 
or which is likely to induce, directly or 
indirectly the purchase of any such prod¬ 
uct, any advertisement which contains 
any of the offers prohibited by Section I 
of this order: 

B. Disseminating or causing to be dis¬ 
seminated by any means, for the purpose 
of inducing, or which is likely to Induce, 
directly or indirectly, the purchase of any 
such product In commerce, as "com¬ 
merce" is defined in the Federal Trade 
Commission Act. any advertisement 
which contains any of the offers pro¬ 
hibited by Section I of this order. 

m. It it further ordered , That 
throughout each advertised sale period 
ih each of its retail stores covered by an 
advertisement, respondent shall post 
conspicuously (1) at or near each door¬ 
way affording entrance to the public, and 
*2) at or near the place where customers 
pay for merchandise, notices which con¬ 
tain the following: 

A. A copy of the advertisement. 

B. A statement that: "All items ad¬ 
vertised are readily available for sale 
at or below advertised price except the 
following items: 

"Rain checks will be gladly Issued for 
these items, that will enable you to pur¬ 
chase these items at or below the ad¬ 
vertised price in the near future. If you 
have any questions, the store director 
will be glad to assist you." 

IV. It is further ordered , That re¬ 
spondent shall cause the following state¬ 
ment to be clearly and conspicuously set 
forth in each printed advertisement 
which represents that items are avail¬ 


able for sale at a stated price at any of 
Us stores: "Each of these advertised items 
is required to be readily available for 
sale at or below the advertised price in 
each Tradewell store, except as specifi¬ 
cally noted in this ad." 

V. It is further ordered. That: 

A. Respondent shall forthwith deliver 
a copy of this order to each of its oper¬ 
ating divisions and to each of its present 
and future officers and other personnel 
in its organization down to the level of 
and including assistant store directors 
who, directly or indirectly, hare any su¬ 
pervisory responsibilities as to individual 
retail stores of respondent, or who are 
engaged in any aspect of preparation, 
creation, or placing of advertising, and 
that respondent shall secure a signed 
statement acknowledging receipt of said 
order from each such person; 

B. Respondent shall Institute and 
maintain a program of continuing sur¬ 
veillance adequate to reveal whether the 
business practices of each of its retail 
stores conform to this order, and shall 
confer with any duly authorized repre¬ 
sentative of the Commission pertaining 
to such program when requested to do 
so by a duly authorized representative 
of the Commission; 

C. Respondent shall, for a period of 
three (3) years subsequent to the date 
of this order: 

1 . Maintain business records which 
show the efforts taken to ensure con¬ 
tinuing compliance with the terms and 
provisions of this order; 

2. Grant any duly authorized repre¬ 
sentative of the Federal Trade Commis¬ 
sion access to all such business records; 

3. Furnish to the Federal Trade Com¬ 
mission copies of such records which are 
requested by any of Its duly authorized 
representatives; 

D. Respondent shall, all other provi¬ 
sions of this order notwithstanding, on 
or before each of the first three (3) an¬ 
niversary dates of this order, file with 
the Commission a report, in writing, set¬ 
ting forth in detail the manner and form 
in which it has complied with this order 
In the preceding year. 

It is further ordered , That respondent 
shall notify the Commission at least 
thirty days prior to any proposed change 
in the corporate respondent, such as dis¬ 
solution. assignment or sale resulting in 
the emergence of a successor corpora¬ 
tion, the creation or dissolution of sub¬ 
sidiaries or any other change in the re¬ 
spondent which may affect compliance 
obligations arising out of this order. 

It is further ordered, That respondent 
shall, within sixty days after service 
upon It of this order, file with the Com¬ 
mission a written report setting forth in 
detail the manner and form of Its com¬ 
pliance with this order. 

The Decision and Order was Issued by 
the Commission October 20, 1275. 

Charlcs A. Tobin, 
Secretary. 

1KH Doc 75-328*8 Piled 118-75;8.48 am| 
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(Docket No. C-2755] 

PART 13— PROHIBITED TRADE PRAC¬ 
TICES. AND AFFIRMATIVE CORRECTIVE 

ACTIONS 

U.S. Pioneer Electronics Corp. 

Subpart—Coercing and Intimidating: 
| 13 358 Distributors, Subpart—Com¬ 
bining or conspiring: S 13.395 To con¬ 
trol marketing practices and conditions; 
5 13.425 To enforce or bring about re¬ 
sale price maintenance; 1 13.430 To en¬ 
hance, maintain or unify prices; I 13.431 
To exchange future price information; 
( 13.450 To limit distribution or deal¬ 
ing to regular, established or acceptable 
channels or classes; 5 13.497 To termi¬ 
nate or threaten to terminate contracts, 
dealings, franchises, etc. Subpart—Cor¬ 
rective actions and/or requirements; 
f 13.533 Corrective actions and/or re¬ 
quirements; 13.533-20 Disclosures: 13.- 
533-45 Maintain records; 13.533-45<k> 
Records, in general; 13.533-65 Renego¬ 
tiation and/or amendment of contracts. 
Subpart—Cutting oil supplies or service: 
f 13.655 Threatening disciplinary action 
or otherwise. Subpart—Delaying or with¬ 
holding corrections, adjustments or ac¬ 
tion owed: f 13.675 Delaying or with¬ 
holding corrections, adjustments or ac¬ 
tion owed; 1 13.677 Delaying or failing 
to deliver goods or provide services or 
facilities. Subpart—Maintaining resale 
prices: § 13.1130 Contracts and agree¬ 
ments; 5 13.1140 Cutting off supplies; 
f 13.1155 Price schedules and an¬ 
nouncements; § 13.1160 Refusal to sell; 
f 13.1165 Systems of espionage; 13- 
1165-80 Requiring information of price 
cutting; 12.1165-90 Spying on and re¬ 
porting price cutters, in general. 

<8oc. 6. 38 SUt. 721; 15 UjB.C. 46. Interprets 
dt applies sec. 5. 38 6tat. 710, as amended; 
15 U.S.C. 45) 

In the Matter of U£. Pioneer Electronics 
Corp. a Corporation 

Consent order requiring a Moonachie, 
N.J., supplier of high fidelity audio com¬ 
ponents, among other things to cease 
fixing resale prices of its products and 
limiting customers with whom its dealers 
may deal; fair trading its products for 
five years; suggesting resale prices for 
two years; withholding earned advertis¬ 
ing allowances from or refusing to sell to. 
price-cutting dealers; requiring dealers 
to report price-cutters; and imposing 
customer restrictions upon dealers. 

The order to cease and desist, includ¬ 
ing further order requiring report of 
compliance therewith, is as follows : 1 

Order 

I. It is ordered , That respondent UJ3. 
Pioneer Electronics Corp„ a corporation, 
its successors and assigns, and respond¬ 
ent’s employees, agents, representatives, 
including sales representatives or other 
independent contractors, directly or 
through any corporation, subsidiary, 
division or other device, in connection 
with the manufacture, importation, dis¬ 


* Copies of the Complaint. Decision and 
Order, ated with the original document. 
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tribution. offering for sale and sale of 
high fidelity audio components and 
other products in or affecting commerce 
as “commerce” is defined in the Federal 
Trade Commission Act, do forthwith 
cease and desist from: 

1. Establishing, continuing or enforc¬ 
ing any contracts, agreements, under¬ 
standings or arrangements with distrib¬ 
utors or retail dealers of respondent’s 
products (hereinafter distributors and 
retail dealers are referred to in this Order 
as ••dealers”) which have the purpose or 
effect of fixing, establishing, maintaining, 
or enforcing the prices at which respond¬ 
ent’s products are to be resold. 

2. Fixing, establishing, controlling or 
maintaining the prices at which dealers 
may advertise, promote, offer for sale or 
sell respondent’s products. 

3. Publishing, disseminating, clrcula- 
lng or providing by any other means, any 
suggested resale prices: Provided how¬ 
ever. That subsequent to two (2) years 
after the date on which this Order be¬ 
comes final, respondent may suggest re¬ 
sale prices if it is clearly and conspic¬ 
uously stated on each page of any price 
list, book, tag, advertising or promotional 
material or other document that the 
price is suggested. 

4. Requiring any dealer to enter Into 
written or oral agreements or under¬ 
standings that such dealer will adhere to 
established or suggested prices for re¬ 
spondent’s products as a condition to 
receiving or retaining its dealership. 

6 . Refu5ing to sell or threatening to 
refuse to sell to any dealer who desires 
to engage in the sale of respondent’s 
products tor the reason that such dealer 
will not enter into an understanding or 
agreement with respondent to advertise 
or sell said products at respondent’s 
established or suggested resale price. 

6 . Threatening to withhold or with¬ 
holding corned cooperative advertising 
credits or allowances from any dealer be¬ 
cause sold dealer advertises respondent’s 
products at retail prices other than that 
which respondent deems appropriate or 
has approved. 

7. Disseminating or circulating any 
warranty registration form or any other 
document which requires or requests that 
the retail price paid by the ultimate con¬ 
sumer for respondent’s products be stated 
and reported to respondent. 

8 . Securing or attempting to secure any 
promises or assurances from dealers or 
prospective dealers regarding the prices 
at which such dealers will advertise or 
sell respondent’s products or requesting 
or requiring any dealer or prospective 
dealer to obtain approval from respond¬ 
ent for prices offered by said dealers in 
advertisements for respondent’s prod¬ 
ucts. 

9. Requiring, soliciting or encouraging 
any dealer, person or firm cither directly 
or Indirectly to report the identity of any 
dealer, person or firm who does not ad¬ 
here to any resale or retail price for any 
of respondent’s products, or acting on re¬ 
ports so obtained by refusing or threaten¬ 
ing to refuse sales to any dealer, person 
or firm so reported. 
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10. Terminating, threatening, intim¬ 
idating. coercing, delaying shipments, 
or taking any other action to prevent the 
sale of respondent s products by a dealer 
because said dealer has advertised or 
sold, is advertising or selling, or is sus¬ 
pected of advertising or selling such 
products at other than prices that re¬ 
spondent may deem to be appropriate or 
has approved, 

11. Establishing, continuing or enforc¬ 
ing. by refusal to sell, termination or 
threat thereof, delay in shipment or 
threat thereof, or in any other manner, 
any contract, agreement, understanding, 
or arrangement or method of doing busi¬ 
ness which has the purpose or effect of 
restricting or limiting In any manner the 
customers or classes of customers to 
whom dealers may sell respondent's 
products. 

12. Convening or participating in any 
meeting for the purpose of undertaking 
or engaging in any of the acts or prac¬ 
tices prohibited by this Order. 

In connection with the foregoing pro¬ 
visions under Part I of tills Order, it is 
further provided. That after the *xplra- 
tion of five (5) years from the date this 
Order becomes final, nothing contained 
in this Order shall prohibit respondent 
from lawfully exercising such rights, if 
any. as It may have to distribute and 
establish resale prices for its products 
under fair trade laws then in effect. 

EL It is further ordered, That respond¬ 
ent shall: 

1. Forthwith upon this Order becom¬ 
ing final, mall or deliver, and obtain 
signed receipts therefor, copies of this 
Order to every present dealer, to every 
dealer terminated by respondent since 
January 1 , 1972 and to every person or 
firm that within three (3) years from 
the effective date hereof becomes a new 
dealer. 

2. Forthwith distribute a copy of *hls 
Order to each of its operating divisions 
and subsidiaries and to all officers, sales 
personnel, sales agents, sales representa¬ 
tives and advertising agencies and secure 
from each such entltv or person a signed 
statement acknowledging receipt of said 
Order. 

3. Within thirty (30) days from the 
date on which this Order becomes final, 
mail or deliver, and obtain a signed re¬ 
ceipt therefor, written notice to all of 
respondent’s sales personnel, sales agents 
and sales representatives and advertising 
agencies Informing such persoas that 
their violation of onv provision of this 
Order may result in the termination of 
said employment or business relationship. 
Respondent shall obtain prior approval 
from the New York Regional Office of 
the Federal Trade Commission of said 
written notification. 

4. Forthwith terminnte the employ¬ 
ment or business relationship with any 
person or firm willfully violating any 
provision of this Order and take appro¬ 
priate disciplinary and corrective action, 
which may include termination, for non- 
wfIlful violation. 

5. Within sixty (60> days from the 
date on which this Order becomes final. 
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mall or deliver, and obtain a signed re¬ 
ceipt therefor, a written offer of re¬ 
instatement upon the same terms and 
conditions available to respondent's 
other dealers, to any distributor or dealer 
located in an area where resale prices 
were not or could not be lawfully con¬ 
trolled who was terminated by respond¬ 
ent from January 1. 1972 to the effective 
date of tills order unless respondent can 
establish that the dealer terminated does 
not or did not at the time of termina¬ 
tion have good credit or that the dealer 
does not have reasonably adequate facili¬ 
ties for selling respondent's products, 
and forthwith reinstate any such dis¬ 
tributor or dealer who within thirty (30) 
days thereafter requests, in writing, 
reinstatement. 

HI. It is further ordered. That re¬ 
spondent: 

1. Notify the Commission at least 
thirty (30) days prior to any proposed 
change in the respondent such as disso¬ 
lution. assignment or sale resulting in 
the emergence of a successor corporation, 
the creation of or dissolution of subsidi¬ 
aries or any other such change in the 
corporation which may affect compli¬ 
ance obligations arising out of the Order. 

2. For a period of three (3) years from 
the date this Order becomes final, estab¬ 
lish and maintain a file of all records re¬ 
ferring or relating to respondent's re¬ 
fusal during such period to sell its prod¬ 
ucts to any dealer, which file shall con¬ 
tain a record of r. communication to each 
such dealer explaining respondent's re¬ 
fusal to sell, and which file will be made 
available for Commission inspection on 
reasonable notice: and. annually, for a 
period of three (3) years from the date 
hereof, submit a report to the Commis¬ 
sion's New York Regional Office listing 
the names and addresses of all dealers 
with whom respondent has refused to 
deal during the preceding year, a de¬ 
scription of the reason for the refusal 
and the date of the refusal. 

IV. It is further ordered . That in the 
event the Commission issues any Order 
which Is less restrictive than the provi¬ 
sions of Paragraphs I. II. or m of tills 
Order, in any proceeding Involving al¬ 
leged resale price maintenance of a man¬ 
ufacturer or supplier of audio compo¬ 
nents subject to investigation by the 
Commission pursuant to File No. 741 
0042, then the Commission shall upon 
the application of U.S. Pioneer Electron¬ 
ics Corp. reconsider this Order and may 
reopen this proceeding In order to make 
whatever revisions, if any. are necessary 
to bring the foregoing paragraphs into 
conformity with the less stringent re¬ 
strictions Imposed upon respondent's 
competitors. 

It is further ordered. That the re¬ 
spondent herein shall within sixty (60) 
days after service upon it of this Order, 
file with the Commission a report, in 
writing, setting forth in detail the man¬ 
ner and form in which it has complied 
with this Order. 

The Decision and Order was issued by 
the Commission October 24. 1976. 

Chailes A Tobin. 

Secretary. 

[FR Doc.7ft 3286# FUed 13-*-7ft;*:45 am] 
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| Docket No. 0-27491 

Hair Replacement Research Center, lnc. # 
etal 

Subpart—Advertising falsely or mis¬ 
leadingly: 8 13.10 Advertising falsely or 
misleadingly; f 13.135 Nature of prod¬ 
uct or service; f 13.155 Prices; 13.155-5 
Additional charges unmentioned; f 13.170 
Qualities or properties of product or 
service; 13.170-24 Cosmetic or beautify¬ 
ing; 13.170-30 Durability or perma¬ 
nence; f 13.190 Results; 8 13.195 Safety; 
8 13.205 Scientific or other relevant 
facts. Subpart—Contracting for sale in 
any form binding on buyer prior to spec¬ 
ified time period $ 13.527 Contracting 
for sale in any form binding on buyer 
prior to end of specified time period. 
Subpart—Corrective action and/or re¬ 
quirements: f 13.533 Corrective actions 
and/or requirements; 13.533-10 Correc¬ 
tive advertising; 13.533-20 Disclosures; 
13.533-40 Furnishing information to 
media; 13.533-45 Maintain records; 13.- 
533-45(k> Records, in general. Sub- 
port—Misrepresenting oneself and 
goods—Goods: | 13.1685 Nature; § 13.- 
1710 Qualities or properties; f 13.1730 
Results: 1 13.1740 Scientific or other 
relevant facts. —Prices: § 13.1778 Ad¬ 
ditional costs unmentioned. Subpart— 
Neglecting, unfairly or deceptively, to 
make material disclosure: f 13.1832 
Prices: 13.1882-10 Additional prices un- 
mentioned; f 13 1885 Qualities or prop¬ 
erties; | 13.1890 Safety; f 13.1892 8alea 
contract right-to-cancel provision; 
f 13.1895 Scientific or other relevant 
facts. Subpart—Offering unfair, improp¬ 
er and deceptive Inducements to pur¬ 
chase or deal: | 13.2063 Scientific or 
other relevant facts. 

(Sec. 6, 38 8Ut. 721; 16 UJS.C. 46. Interprets 
or applies esc ft. 38 Stat. 719. aa amended: 
16 U.8 jC. 45) 

In the Matter of Hair Replacement Re¬ 
search Center , Inc„ a corporation , 
trading also as Hair Replacement 
Research Consultants . and Salvatore 
Saporito . individually and as an o/- 
Acer of said corporation. 

Consent order requiring a Bloomfield. 
N.J., seller of hairpieces, implant hair 
replacement services and related prod¬ 
ucts to bald persons, among other things 
to cease making false and misleading 
claims with respect to their hair implant 
process, and failing to disclose that their 
implant process involves surgical Im¬ 
plantation of synthetic sutures which can 
cause pain, infection, scarring, and other 
disorders. Further, respondents are re¬ 
quired to advise prospective customers to 
consult with a physician prior to con¬ 
tracting to undergo the process, and to 
provide customers a three-day cooling 
off period during which they may cancel 
their contract with full refund of their 

The order to cease and desist. Includ¬ 
ing further order requiring report of 
compliance therewith, is as follows: * 


Order 

It is ordered . TTiat respondent Hair 
Replacement Research Center, Inc., a 
corporation, trading also as Hair Re¬ 
placement Research Consultants, and or 
under any other name or names. Its suc¬ 
cessors and assigns and its officers, and 
Salvatore Saporito, individually and as 
an officer of said corporation, and re¬ 
spondents' agents, representatives, and 
employees, directly or through any cor¬ 
poration, subsidiary, division or other 
device or through franchisees or licens¬ 
ees. in connection with the advertising, 
offering for sale, sale, or distribution of 
the implant replacement system or other 
luiir replacement product or process in¬ 
volving surgery (hereinafter sometimes 
referred to as the "System"), In com¬ 
merce, as "commerce" Is defined in the 
Federal Trade Commission Act. or by 
the United States mails within the mean¬ 
ing of Section 12(a)(1) of the Federal 
Trade Commission Act do forthwith 
cease and desist from representing, di¬ 
rectly or by implication: 

1 . That the System does not Involve 
wearing a device or cosmetic which Is 
like a hairpiece or toupee; 

2 . That after the System has been 
applied, the hair applied becomes part 
of the anatomy like natural hair, and has 
the following characteristics of natural 
hair. 

a. The same appearance in all appli¬ 
cations as natural hair, upon normal 
observation, and upon extreme close-up 
examination; 

b. It may be cared for like natural hair 
where care Involves possible pulling on 
the hair; 

c. The wearer may engage in physical 
activity and movement with the same 
disregard for his hair as he would if he 
liad natural hair. 

3. That after the System has been ap¬ 
plied. the wearer can care for It himself, 
and alii not have to seek professional or 
skilled assistance In maintaining the 
System, and that the customer will not 
Incur maintenance costs over and above 
the cost of applying the System. 

It is further ordered . That respondents, 
in advertising, offering for sale, selling or 
distributing the System, disclose clearly 
and conspicuously that: 

1. The System involves a surgical pro¬ 
cedure resulting in the implantation of 
synthetic sutures in the scalp, to which 
hair Is affixed. 

2. By virtue of the surgical procedure 
involving Implantation of synthetic su¬ 
tures In the scalp, and by virtue of the 
synthetic suture remaining in the scalp, 
there is a risk of discomfort, pain, infec¬ 
tion, scarring, and other skin disorders. 

3. Continuing special care of the Sys¬ 
tem Is necessary to minimize the proba¬ 
bilities and risks referred to in Subpara- 
eraph Two of this Paragraph, and such 
care may involve additional costs for 
medications and assistance. 


1 Coplea of the Complaint, DocUlon and 
Order, tiled with the original document. 
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4. The purchaser is advised to consult 
with his personal physician about the 
System before deciding whether to pur¬ 
chase it 

Respondents shall set forth the above 
disclosures separately and conspicuously 
from the balance of each advertisement 
or presentation used in connection with 
the advertising, offering for sale. sale, or 
distribution of the 8ystem, and shall de¬ 
vote no less than 15% of each advertise¬ 
ment or presentation to such disclosures. 
Provided, however . That in advertise¬ 
ments which consist of less than*ten 
column Inches in newspapers and peri¬ 
odicals, and in radio and television ad¬ 
vertisements with a running time of one 
minute or less, respondents may substi¬ 
tute the following statement, in lieu of 
the above requirements: 

Warning: This application Involve* surgery 
whereby synthetic suture* are placed in the 
scalp. Discomfort, pain, and medical prob¬ 
lems may occur. Continuing care Is necessary. 
Consult your own phyalctan. 

No less than 15% of such advertisements 
shall be devoted to this disclosure, such 
disclosure shall be set forth clearly and 
conspicuously from the balance of each 
of such advertisements, and if such dis¬ 
closure Is In a newspaper or periodical. 
It shall be in at least eleven point type. 

It is further ordered . That respond¬ 
ents, in connection with the sale of the 
System, provide prospective purchasers 
with a separate disclosure sheet contain¬ 
ing the information required in the im¬ 
mediately preceding Paragraph of this 
Order, Subparagraphs One <1> through 
Four (4) thereof, and that respondents 
require thAt. prior to executing any con¬ 
tract to purchase said System, such 
prospective purchasers, sign and date the 
disclosure sheet after the sentence, “I 
have rend the foregoing disclosures and 
understand what they mean." and that 
Hair Replacement Research Center, Inc. 
provide a copy of said disclosure sheet 
to the customers and retain such signed 
disclosure sheet for at least three years. 

It is further ordered, That, in con¬ 
nection with the sale of the System, no 
contract for application of the System 
shall become binding on the purchaser 
prior to midnight of the third day, ex¬ 
cluding Sundays and legal holidays, alter 
the day on which sold contract for ap¬ 
plication of the System was executed, and 
that: 

1. Respondents shall clearly and con¬ 
spicuously disclose, orally prior to the 
time of sale, and in writing on any con¬ 
tract, promissory note or other instru¬ 
ment executed by the purchaser In con¬ 
nection with the sale of the System, that 
the purchaser may rescind or cancel any 
obligation incurred by mailing or deliv¬ 
ering a notice of cancellation to the office 
responsible for the sale prior to midnight 
of the third day, excluding Sundays and 
legal holidays, after the day on which 
said contract for application of the Sys¬ 
tem was executed. 

2. Respondents shall provide a separate 
and clearly understandable form which 
the purchaser may use as a notice of 
cancellation. 
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3. Respondents shall not negotiate any 
contract, promissory note, or other in¬ 
strument of Indebtedness to a finance 
company or other third party prior to 
midnight of the fifth day. excluding Sun¬ 
days and legal holidays, after the day 
on which said contract for application 
of the System was executed. 

It is further ordered. That respond¬ 
ents. in connection with the advertising, 
otiering for sale, sale, or distribution of 
the System, serve a copy of this Order 
upon each present and every future li¬ 
censee or franchisee, and upon each 
physician participating in application 
of respondents* System, and obtain writ¬ 
ten acknowledgment of the receipt 
thereof; and that respondents obtain 
from each present and future licensee or 
franchisee an agreement in writing. (1) 
to abide by the terms of this Order, and 
(2) to cancellation of their license or 
franchise for failure to do so; and that 
respondents cancel the license or fran¬ 
chise of any liceasee or franchisee that 
falls to abide by the terms of this Order. 
Respondents shall retain such acknowl¬ 
edgments and agreements for so ong as 
such persons or firms continue to partic¬ 
ipate in the application or sale or re¬ 
spondents* System. 

It is further ordered. That respond¬ 
ents. in connection with the advertising, 
offering lor sale. sale, or distribution of 
the System, forthwith distribute a 
copy of this Order to each of their 
operating divisions or departments. 

It is further ordered. That respond¬ 
ents notify the Commission at least 
thirty (30) days prior to any proposed 
change in the corporate respondent such 
as dissolution, assignment or sale result¬ 
ing in the emergence of a successor cor¬ 
poration. the creation or dissolution of 
subsidiaries, licensees, or franchisees, or 
any other change In the corporation 
which may affect compliance obliga¬ 
tions arising out of the Order. 

It is further ordered , That in the event 
that the corporate respondent merges 
with another corporation or transfers all 
or a substantial part of its business or 
assets to any other corporation or to 
any other person, said respondent shall 
require such successor or transferee to 
file promptly with the Commission a 
WTitten agreement to be bound by the 
terms of this Order: Provided, That If 
said respondent wishes to present to the 
Commission any reasons why said Order 
should not apply in its present form to 
said successor or transferee, It shall sub¬ 
mit to the Commission a written state¬ 
ment setting forth said reasons prior to 
the consummation of said succession or 
transfer. 

It is further ordered. That the indi¬ 
vidual respondent Salvatore Saporlto 
promptly notify the Commission of the 
discontinuance of his present business or 
employment and of his affiliation with 
a new business or employment Such no¬ 
tice shall include respondents current 
business address and a statement as to 
the nature of the business or employ¬ 
ment in which he is engaged as well as 
a description of his duties and respon¬ 
sibilities. 
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It is further understood that nothing 
contained in this Order shall be con¬ 
strued In any way to annul. Invalidate, 
repeal, terminate, modify, or exempt re¬ 
spondents from complying with agree¬ 
ments. orders or directives of any kind 
obtained by any other agency or act as a 
defense to actions Instituted by munici¬ 
pal or state regulatory agencies. 

Nothing In this Order shall be con¬ 
strued to imply that any past or future 
conduct of respondents is subject to and 
complies with the rules and regulations 
of. or the statutes administered by the 
Federal Trade Commission. 

It is further ordered. That the respond¬ 
ents herein shall within sixty (60) days 
after service upon them of this order, 
file with the Commission a report, in 
writing, setting forth in detail the man¬ 
ner and form in which they have com¬ 
plied with this order. 

The Decision and Order was Lssued by 
the Commission October 28, 1975. 

Charles A. Tosnr, 
Secretary. 

(PR Doc.75 32938 Filed 125-75;8:45 *m| 


| Docket No. C-2753I 

PART 13—PROHIBITED TRADE PRAC 

TICES. AND AFFIRMATIVE CORRECTIVE 

ACTIONS 

Sherwood Electronic Laboratories, Inc. 

Subpart—Coercing and intimidating; 
9 13.358 Distributors. Subpart—Com¬ 
bining or conspiring: 9 13.395 To control 
marketing practices and conditions; 
9 13.425 To enforce or bring about resale 
price maintenance; 9 13 430 To enhance, 
maintain or unify prices: 9 1C.431 To 
exchange, future price Information; 
9 13.450 To limit distribution or dealing 
to regular, established or acceptable 
channels or classes; f 13.497 To termi¬ 
nate or threaten to terminate contracts, 
dealings, franchises, etc. Subpart—Cor¬ 
rective actions and/or requirements: 
9 13.533 Corrective actions and/or re¬ 
quirements; 13 533-20 Disclosures; 13.- 
533-45 Maintain records; 13.533~45<k> 
Records, in general: 13.533-65 Renego¬ 
tiation and/or amendment of contracts. 
Subpart—Cutting off supplies or service: 
9 13.655 Threatening disciplinary action 
or otherwise. Subpart—Delaying or with¬ 
holding corrections, adjustments or ac¬ 
tion ow'cd: 9 13.675 Delaying or with¬ 
holding corrections, adjustments or ac¬ 
tion owed; 9 13.677 Delaying or faUlng 
to deliver goods or provide services or 
facilities. Subpart—Maintaining resale 
prices: 9 13.1130 Contracts and agree¬ 
ments; 9 13.1140 Cutting off supplies; 
9 13.1155 Price schedules and announce¬ 
ments; 9 13.1160 Refusal to sell; 9 13- 
1165 Systems of espionage; 13.1165-80 
Requiring information of price cutting: 
12.1165-90 Spying on and reporting 
price cutters, in gencial. 

(8ec. 6. 38 8Ut. 721; 15 U-8.C. 46. Interprets 
or applies sec. 5. 38 SUt. 719, as amended; 15 
tTS.C. 45) 
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In the Matter of Sherwood Electronic 
Laboratories , Inc. a corporation. 

Consent order requiring a Chicago, Hi* 
supplier of high fidelity audio compo¬ 
nents, among other things to cease fix¬ 
ing resale prices of its products; fair 
trading its products for five years; sug¬ 
gesting resale prices for two years; with¬ 
holding earned advertising allowances 
from, or refusing to sell to. price-cutting 
dealers; requiring dealers to report price- 
cutters; and Imposing customer restric¬ 
tions upon dealers. 

Tlie order to cease and desist, includ¬ 
ing further order requiring report of 
Compliance therewith, is as follows: * 

Oust 

I. It is ordered. That respondent Sher¬ 
wood Electronic Laboratories, Inc., a 
corporation, its successors and assigns, 
and respondents employees, agents, rep¬ 
resentatives, including sales representa¬ 
tives or other independent contractors, 
directly or through any corporation, sub¬ 
sidiary, division or other device, in con¬ 
nection with the manufacture, impor¬ 
tation. distribution, offering for sale and 
sale of high fidelity audio components 
and other products in or affecting com¬ 
merce as “commerce’* is defined in the 
Federal Trade Commission Act, do forth¬ 
with cease and desist froip: 

1. Establishing, continuing or enforc¬ 
ing any contracts, agreements, under¬ 
standings or arrangements with distribu¬ 
tors or retail dealers of respondent’s 

. products (hereinafter distributors and 
retail dealers are referred to in this Or¬ 
der as ‘'dealers*') which have the pur¬ 
pose or effect of flxtng, establishing, 
maintaining, or enforcing the prices at 
which respondent's products are to be 
resold. 

2. Fixing, establishing, controlling or 
maintaining the prices at which dealers 
may advertise, promote, offer for sale or 
sell respondent's products. 

3. Publishing, disseminating, circulat¬ 
ing or providing by any other mean.;, any 
suggested resale prices: Provided tunc- 
ever , That subsequent to two (2) years 
after the date on which this Order be¬ 
comes final, respondent may suggest re¬ 
sale prices if It is clearly and conspicu¬ 
ously stated on each page of any price 
list. book. tag. advertising or promotional 
material or other document that the price 
is suggested. 

4. Requiring any dealer to enter into 
written or oral agreements or under¬ 
standings that such dealer will adhere 
to established or suggested prices for re¬ 
spondent's products as a condition to re¬ 
ceiving or retaining its dealership. 

5. Refusing to sell or threatening to 
refuse to sell to any dealer who desires 
to engage In the sale of respondent's 
products for the reason that such dealer 
will not enter Into an understanding or 
agreement with respondent to advertise 
or sell said products at respondent's 
established or suggested resale price. 

6 . Threatening to withhold or with¬ 
holding earned cooperative advertising 


‘ Copies of the Complaint. Dcclalon and 
Order, filed with the original document. 
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credits pr allowances from any dealer 
because said dealer advertises respond¬ 
ents' products at retail prices other than 
that which respondent deems appropri¬ 
ate or has approved. 

7. Disseminating or circulating any 
warranty registration form or any 
other document which requires or re¬ 
quests that the retail price paid by the 
ultimate consumer for respondent’s 
products be stated and reported to 
respondent. 

8 . Securing or attempting to secure 
any promises or assurances from dealers 
or prospective dealers regarding the 
prices at which such dealers will adver¬ 
tise or sell respondent's products or re¬ 
questing or requiring any dealer or pro¬ 
spective dealer to obtain approval from 
respondent for prices offered by said 
dealers in advertisements for respond¬ 
ent’s products. 

9. Requiring, soliciting or encourag¬ 
ing any dealer, person or firm either di¬ 
rectly or indirectly to report the identity 
of any dealer, person or firm who does 
not adhere to any resale or retail price 
for any of respondent's products, or 
acting on reports so obtained by refusing 
or threatening to refuse sales to any 
dealer, person or firm so reported. 

10. Terminating, threatening. Intimi¬ 
dating, coercing, delaying shipments, or 
taking any other action to prevent the 
sale of respondent's products by a dealer 
because said dealer has advertised or 
sold, is advertising or selling, or Is sus¬ 
pected of advertising or selling such 
products at other than prices that re¬ 
spondent may deem to be appropriate or 
has Approved. 

11. Establishing, continuing or en¬ 
forcing. by refusal to sell, termination or 
threat thereof, delay In shipment or 
threat thereof, or in any other manner, 
any contract, agreement, understanding, 
or arrangement or method of doing 
business which has the purpose or effect 
of restricting or limiting In any manner 
the customers or classes of customers 
to whom dealers may sell respondent's 
products. 

12. Convening or participating in any 
meeting for the purpose of undertaking 
or engaging in any of the acts or prac¬ 
tices prohibited by this Order. 

In connection with the foregoing pre¬ 
visions under Part I of this Order, it Is 
further provided , That after the expira¬ 
tion of five (5) years from the date tills 
Order becomes final, nothing contained 
in this Order shall prohibit respondent 
from lawfully exercising such rights, if 
any. as it may have to distribute and 
establish resale prices for its products 
under fair trade laws then In effect. 

II. It is further ordered. That respond¬ 
ent shall; 

1 . Forthwith upon this Order becoming 
final, mall or deliver, and obtain signed 
receipts therefor, copies of this Order to 
every present dealer, to every dealer 
terminated by respondent since Janu¬ 
ary 1. 1972 and to every person or firm 
that within three (3) years from the 
effective date hereof becomes a new 
dealer. 


2. Forthwith distribute a copy of this 
Order to each of its operating divisions 
and subsidiaries and to all officers, sales 

personnel, sales agents, sales representa¬ 
tives and advertising agencies and se¬ 
cure from each such entity or person a 
signed statement acknowledging receipt 
of said Order. 

3. Within thirty (30) days from the 
date on which this Order becomes final, 
mail or deliver, and obtain a signed re¬ 
ceipt therefor, written notice to all of 
respondent's sales personnel, sales agents 
and sales representatives and advertis¬ 
ing agencies informing such persons that 
their violation of any provision of this 
Order may result in the termination of 
said employment or business relation¬ 
ship. Respondent shall obtain prior ap¬ 
proval from the New York Regional Of¬ 
fice of the Federal Trade Commission of 
said written notification. 

4. Forthwith terminate the employ¬ 
ment or business relationship with any 
person or firm willfully violating any pro¬ 
vision of this Order and take appropri¬ 
ate disciplinary and corrective action, 
which may Include termination, for non- 
wiTlf ul violation. 

5. Within sixty (60) days from the 
date on which this Order becomes final, 
mall or deliver, and obtain a signed re¬ 
ceipt therefor, a written offer of rein¬ 
statement upon the some terms and con¬ 
ditions available to respondent's other 
dealers, to any distributor or dealer lo¬ 
cated In an area w here resale prices were 
not or could not be lawfully controlled 
who w*as terminated by respondent from 
January 1, 1972 to the effective date of 
this order unless respondent can estab¬ 
lish that the dealer terminated does not 
or did not at the time of termination 
have good credit or that the dealer dors 
not have reasonably adequate facilities 
for selling respondent's products, and 
forthwith reinstate any such distributor 
or dealer who within thirty (30) days 
thereafter requests, in writing, reinstate¬ 
ment. 

m. It is further ordered. That re¬ 
spondent : 

1 . Notify the Commission at least 
thirty (30) days prior to any proposed 
change In the respondent such as dis¬ 
solution, assignment or sale resulting 
in the emergence of a successor corpo¬ 
ration. the creation of or dissolution of 
subsidiaries or any other such change 
in the corporation which may affect com¬ 
pliance obligations arising out of the 
Order. 

2. For a period of three (3) years from 
the date this Order becomes final, estab¬ 
lish and maintain a fU» of all records 
referring or relating to respondent's re¬ 
fusal dtiring such period to sell its prod¬ 
ucts to any dealer, which file shall con¬ 
tain a record of a communication to each 
such dealer explaining respondent’s re¬ 
fusal to sell, and which file will be made 
available for Commission inspection on 
reasonable notice; and. annually, for a 
period of three (3) years from the date 
hereof, submit a report to the Commis¬ 
sion's New York Regional Office listing 
the names and addresses of all dealers 
with whom respondent has refused to 
deal during the preceding year, a de¬ 
scription of the reason for the refusal 
and the date of the refusal. 
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IV. It is further ordered. That In the 
event the Commission Issues any Order 
which is less restrictive than the provi¬ 
sions of Paragraph I. II. or HI of this 
Order, in any proceeding involving al¬ 
leged resale price maintenance of a man¬ 
ufacturer or supplier of audio compo¬ 
nents subject to investigation by the 
Commission pursuant to Pile No. 741 
0042, then the Commission shall, upon 
the application of Sherwocd Electronic 
Laboratories, Inc., reconsider this Order 
and may reopen this proceeding in order 
to make whatever revisions, if any. are 
necessary to bring the foregoing para¬ 
graphs into conformity with the less 
stringent restrictions Imposed upon re¬ 
spondent’s competitors. 

It is further ordered. That the respon¬ 
dent herein shall within sixty <60) days 
after service upon it of this Order, file 
with the Commission a report. In writing, 
setting forth in detail the manner and 
form in which It has complied with this 
Order. 

The Decision and Order was issued by 
the Commission October 24. 1975. 

Charles A. Tosnf. 

Secretary, 

[FB Doc, 75-32937 Filed 12-5-76;8:45 am) 


(Docket No. C-2768) 

PART 13—PROHIBITED TRADE PRAC¬ 
TICES, AND AFFIRMATIVE CORRECTIVE 

ACTIONS 

Tri-West Construction Company, Inc., et ai. 

Subpart—Advertising falsely or mis¬ 
leadingly: I 13.10 Advertising falsely or 
misleadingly; I 13.15 Business status, 
advantages or connections; 13.15-30 
Connections or arrangements with oth¬ 
ers; 13.42 Connection of others with 
goods: 8 13.73 Formal regulatory and 
statutory requirements; 13.73-92 Truth 
in Lending Act; 8 13.125 Limited offers 
or supply; 113.155 Prices; I 13.1F5-33 
Demonstration reductions; 13.155-95 
Terms; 13.155-95(a) Truth In Lending 
Act; 13.100 Usual as reduced, special, 
etc.; f 13.205 Scientific or other relevant 
facts; | 13.240 Special or limited ofTers. 
Subpart—Coercing and intimidating: 
1 13.350 Customers or prospective cus¬ 
tomers. 8ubpart—Corrective actions 
and/or requirements: I 13.533 Correc¬ 
tive actions and/or requirements; 13533- 
20 Disclosures; 13533-45 Maintain rec¬ 
ords; 13.533-45<k> Records, in general. 
Subpart—Delaying or withholding cor¬ 
rections, adjustments or action owed; 
1 13.675 Delaying or withholding correc¬ 
tions. adjustments or action owed; $ 13.- 
677 Delaying or failing to deliver goods 
or provide services or facilities. 8ub- 
part—Disparaging products, merchan¬ 
dise. services, etc.: 8 13.1042 Disparag¬ 
ing products, merchandise, services, etc. 
Subpart—Misrepresenting oneself and 
goods—Business status, advantages or 
connections: § 13.1395 Connections and 
arrangements with others. —Goods: 
8 13.1740 Scientific or other relevant 
facts; | 13.1747 Special or limited offers. 
—Prices: $ 13.1800 Demonstration re¬ 
ductions; S 13.1823 Terms and condi- 


RULES AND REGULATIONS 

tlons; 13.1823-20 Truth In Lending Act; 
$ 13.1825 Usual as reduced or to be In¬ 
creased. Subpart—Neglecting, unfairly 
or deceptively, to make materia] disclo¬ 
sure: I 13.1852 Formal regulatory and 
statutory requirements; 13.1852-75 
Truth in Lending Act; § 13.1892 Sales 
contract, right-to-cancel provision: 13.- 
1892-2 Commencing contractual obliga¬ 
tions prior to end of cooling-off period: 
8 13.1895 Scientific or other relevant 
facts; | 13.1905 Terms and conditions; 
13.1905-50 Sales contract; 13.1905-60 
Truth in Lending Act. Subpart—Offering 
unfair. Improper and deceptive induce¬ 
ments to purchase or deal: § 13.2063 
Scientific or other relevant facts. Sub¬ 
part—Securing signatures wrongfully: 
8 13.2175 Securing signatures wrong¬ 
fully. 

(Sec 6. 38 SUt. 721; 15 U£.C. 46. Interpret 
or apply sec. 5. 38 Stat. 719, aa amended; 82 
Stst. 146. 147; 16 U.8.C. 45. 1601, et $cq.) 

In the Matter of Tri-West Construction 
Company. Inc., a corporation, and 
William B. Cofarelli . individually 
and as an officer of said corporation. 

Consent order requiring a Boise, Idaho, 
home construction, repair and rehabili¬ 
tation firm, among other things to cease 
using false pricing claims and other mis¬ 
representations to sell its home improve¬ 
ment products or services; using coer¬ 
cive tactics to Increase the contract price; 
and obtaining certificates of completion 
before actually completing the work. Fur¬ 
ther, respondent is required to complete 
the work agreed to in the original con¬ 
tract at the original price, to obtain a 
supplemental contract for any additional 
work desired by a customer, and to com¬ 
ply with requirements of the Truth In 
Landing Act that credit cost disclo*"” 
be made and that credit customers whose 
homes have been taken as security be 
allowed a three-day right of rescission 
period. 

The order to cease and desist, including 
further order requiring report of compli¬ 
ance therewith, is as follows: 1 

Order 

I* ft is ordered. That respondents Tri- 
West Construction Company. Inc., a cor¬ 
poration, and William B. Cafarelli, In¬ 
dividually and as an officer of said cor¬ 
poration, and respondents* successors, 
assigns, agents, representatives and em¬ 
ployees, directly or through any corpo¬ 
ration. subsidiary, division or other de¬ 
vice. In connection* with the advertising, 
offering for sale. sale, distribution or in¬ 
stallation of home improvement prod¬ 
ucts or services, or other products, in or 
affecting commerce, ns “commerce” Is 
defined in the Federal Trade Commission 
Act. do forthwith cease and desist from: 

A. Representing directly or by impli¬ 
cation that: 

I. Respondents' organization is a sub¬ 
sidiary or division of United States Steel 
Corporation or is otherwise affiliated 


1 Copies of the Complaint, Decision and 
Order, filed with the original document. 
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with such company or any other manu¬ 
facturer of construction materials. 

2. Respondents have an exclusive ar¬ 
rangement of any kind with United 
States Steel Corporation or are the only 
distributor of such company's products 
In any area. 

3. Respondents have an exclusive ar¬ 
rangement with or are the only area 
distributor of products of any manufac¬ 
turer of construction materials. 

4. Respondents. United States Steel 
Corporation, or any other supplier of con¬ 
struction materials advertises Us prod¬ 
ucts and/or services by means of work 
done on individuals' homes. 

5. The homes of any of respondents* 
customers are or will be used for demon¬ 
stration or advertising purposes or as 
model homes; or that as a result of al¬ 
lowing or agreeing to allow their homes 
to be used as models, demonstrators, or 
before-and-after examples, customers 
are or will be granted reduced prices, 
discounts, or other special prices. 

6 . Any price for respondents* prod¬ 
ucts and/or services is a discount price, 
reduced price, or otherwise special price, 
unless respondents can affirmatively 
show by documentary evidence that such 
price constitutes a significant reduction 
from an established selling price at which 
such products and/or services have been 
sold in substantial quantities by respond¬ 
ents in the recent regular course of their 
business; or misrepresenting, In any 
manner, respondents’ price or tht savings 
available to customers. 

7. The price or terms offered by re¬ 
spondents are Limited as to time or lim¬ 
ited in any other manner, unless re¬ 
spondents can affirmatively show by doc¬ 
umentary evidence that the represented 
limitations are actually in force and are 
in good faith adhered to. 

B. Refusing or failing to perform work 
at the contract price after entering Into 
an agreement therefor with a customer. 
In each instance where respondents and 
the customer determine upon additional 
goods or services to be provided by or 
through respondents, beyond those orig¬ 
inally agreed upon, the complete terms 
of such supplementary agreement shall 
be set forth in a separate contract which 
shall clearly and conspicuously disclose 
In bold print: 

This is a contract for additional goods 
and/or services. You are not required to 
purchase these goods and/or services. If 
you do not wish these additional goods 
and/or services. Tri-West will perform 
all the requirements of the original con¬ 
tract for the original contract price. 

C. Obtaining from any customer a 
signed certificate of completion or other 
document attesting to the completion of 
contracted work unless the customer has 
in fact received all products and services 
contracted for. and a copy of each appli¬ 
cable guarantee. 

D. Representing directly or by Im¬ 
plication that a certificate of completion 
is only a technical requirement, or dis¬ 
paraging in any manner the importance 
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of the customer’s watting until comple¬ 
tion of all contracted work before signing 
such a document 

E. Palling to disclose to the customer 
that respondents* * furnishing of home 
improvement products and services gives 
respondents and others the right, under 
state law. to file a lien for materials and/ 
or labor on the customer's home. 

n. It is further ordered. That respond¬ 
ents Tri-West Construction Company. 
Inc., a corporation, and William B. Cafa- 
rclli. Individually and as an officer of said 
corporation, and respondents' successors, 
assigns, agents, representatives and em¬ 
ployees. directly or through any corpo¬ 
ration. subsidiary, division or other de¬ 
vice. in connection with any extension 
of consumer credit or advertisement to 
aid. promote or assist directly or indi¬ 
rectly any extension of consumer credit, 
as •‘consumer credit” and "advertise¬ 
ment” are defined in Regulation Z (12 
CFR 5 226) of the Truth in Lending Act 
(P.L. 90-321, 15 US.C 5 1601 ei seq). do 
forthwith cease and desist from: 

A. Failing to use the term "cash down- 
payment" to describe the downpayment 
in money made in connection with the 
credit sale, as required by 4 226.8(c) ( 2 ) 
of Regulation Z. 

B. Palling to use the term “amount 
financed” to describe the amount of 
credit extended, as required by 1 226.8 
(c) (7) of Regulation Z. 

C. Failing to use the term "finance 
charge" to describe the sum of all 
charges required by f 226.4 of Regulation 
Z to be Included therein, as required by 
5 226.8(c) ( 8 ) (i) of Regulation Z. 

D. Failing to disclose the sum of the 
cash price, all charges which are In¬ 
cluded in the amount financed but which 
are not part of the finance charge, and 
the finance charge, and to describe that 
sum as the 'referred payment price," as 
required* by 5 226.8(c) ( 8 ) CU) of Regula¬ 
tion Z. 

E. Falling to disclose the date on which 
the finance charges begins to accrue 
when different from the date of the 
transaction, as required by 4 226.8(b) (I) 
of Regulation Z. 

F. Failing to disclose the number, 
amounts and due dates or periods of 
payments scheduled to repay the indebt¬ 
edness, and the sum of such payments, 
and to describe said sum as the "total 
of payments “ as required by | 226.8(b) 
(3) of Regulation Z. 

G. Failing to describe or identify the 
type of any security Interest held or to 
be retained or acquired by the creditor 
In connection with the extension of 
credit, and to provide a dear identifica¬ 
tion of the property to which the se¬ 
curity interest relates, as required by 
4 226.8(b) (5) of Regulation Z. 

H. Failing to identify the method of 
computing any unearned portion of the 
finance charge In the event of prepay¬ 
ment of the obligation when said obli¬ 
gation includes a precomputed finance 
charge, as required by 4 226.8(b) C 7 ) of 
Regulation Z. 


I. Failing to ItcxnUe and include in the 
finance charge, for purposes of disclosure 
of the finance charge and computation 
of the annual percentage rate, any and 
all charges or premiums for credit life 
and/or disability Insurance unless re¬ 
spondents have clearly and conspicu¬ 
ously disclosed to the customer in writ¬ 
ing that such insurance is not required 
and have obtained a specific dated and 
separately signed affirmative written in¬ 
dication of the customer's desire for 
such insurance as prescribed by 4 226.4 
(a) (5) of Regulation Z. 

J. Falling to furnish to the customer, 
before the transaction is consummated, 
a duplicate of the Instrument or other 
statement containing the disclosures 
prescribed by 4 226.8 of Regulation Z. 
as required by 4 226.8(a) of Regulation 
Z. 

K. Failing, in any transaction in which 
a security interest Is or will be retained 
or acquired in real property which is 
used or expected to be used as the prin¬ 
cipal residence of the customer, to com¬ 
ply with all requirements regarding the 
right of rescission set forth in 4 226.9 of 
Regulation Z. 

L. Making any physical changes in a 
customer's property or performing any 
work or services on such property before 
expiration of the rescission period pro¬ 
vided for in 4 226.9(a) of Regulnlion Z, 
in any transaction in which a security 
interest Is or will be retained or acquired 
in real property which is used or ex¬ 
pected to be used as the principal resi¬ 
dence of the customer, as provided in 
4 226.9(c) of Regulation Z. 

M. Failing, in any consumer credit 
transaction or advertisement, to make all 
disclosures, determined in accordance 
with 44 226.4 and 226 5 of Regulation Z. 
at the time and in the manner, form and 
amount required by 44 226 6 . 226.7. 226.8. 
226.9 and 226.10 of Regulation Z. 

ft is further ordered . That respond¬ 
ents hereafter maintain complete busi¬ 
ness records relative to the manner and 
form of their compliance with the pro¬ 
visions of thLs order. Each such record 
shall be retained for not less than three 
years, and shall be furnished to rep¬ 
resentatives of the Federal Trade Com¬ 
mission upon request. 

It is further ordered . That respondents 
shall forthwith deliver a copy of this 
order to cease and desist to all present 
and future salesmen and/or other per¬ 
sons engaged in the sale of respondents' 
products and/or services, and to all 
present and future personnel of respond¬ 
ents engaged in the consummation of 
any extension of consumer credit or In 
any aspect of the preparation, creation, 
or placing of advertising, and that re¬ 
spondents shall secure from each such 
salesman and/or other person a signed 
statement acknowledging receipt of said 
order. 

It is further ordered » That the Individ¬ 
ual respondent named herein promptly 
notify the Commission of the discon¬ 
tinuance of his present business or em¬ 


ployment and of his affiliation with a 
new business or employment. Such notice 
shall include the respondent's current 
business address and a statement as to 
the nature of the business or employ¬ 
ment in which he is engaged as well as 
a description of his duties and respon¬ 
sibilities. 

It Is further ordered . That respond¬ 
ents notify the Commission at least 
thirty (30) days prior to any proposed 
change in the corporate respondent such 
as dissolution, assignment or sale result¬ 
ing in the emergence of a successor cor¬ 
poration. the creation or dissolution of 
subsidiaries or any other change in the 
corporation which may affect compliance 
obligations arising out of the order. 

Is further ordered. That respondents 
shall, within sixty (60) days after serv¬ 
ice upon them of this order, file with the 
Commission a written report setting 
forth In detail the manner and form of 
their compliance with this order. 

The Decision and Order was issued by 
the Commission October 31. 1975. 

CHAXLE8 A. TOBHf, 
Secretary. 

(Pit Doc.75-32939 Plied 12-5-75:8:45 am! 

Title 5—Administrative Personnel 
CHAPTER I—CIVIL SERVICE COMMISSION 

PART 213—EXCEPTED SERVICE 

Commodity Futures Trading Commission 

8 ection 213.3379 is amended to show 
that four positions of Secretary to a Com¬ 
missioner ore no longer excepted under 
Schedule C. 

Effective on December 8 . 1975. 4 213.- 
3379th) is revoked as set out below; 

§ 213.3379 Commodity Future!* Trading 

Commission. 

• • • • • 

(h) [Revoked.! 

(5 UAC. 8301. 8302; BO 10577. 8 CPR 1054- 
1958 Comp., p. 218) 

United States Civil Serv¬ 
ice Commission, 

(seal) James C. Spry. 

Executive Assistant 
to the Commissioners . 

(PR Doc.75-32898 Filed 12-5-75,8:46 am] 


PART 213—EXCEPTED SERVICE 
Federal Energy Administration 

Section 213.3388 Is amended to show 
that one position of Staff Assistant to the 
Deputy Administrator. Policy Planning, 
Is excepted under Schedule C. 

Effective on December 8 . 1975. 4 213.- 
3388(1) (2) is added as set out below: 

§213.3388 Federal Energy Administra¬ 
tion. 

• • • • • 

(1) Office of the Deputy Administra¬ 
tor. Policy Planning. 


FEDERAL REGISTER, VOL 40, NO- 236—MONDAY. DECEM5ER 8. 1975 







(2) One Stall Assistant to the Deputy 
Administrator. 

(5 U.SjC. 3301. 3302; E.O. 10677. 3 CFR 1854- 
1058 Comp., p. 318) 

United States Civil Serv¬ 
ice Commission, 

[seal] James C. Sprt. 

Executive Assistant 
to the Commissioner b. 
[TO Doc 75-32900 Piled 12-5-75J 45 am) 


Title 14—Aeronautics and Space 

CHAPTER I—FEDERAL AVIATION ADMIN¬ 
ISTRATION, DEPARTMENT OF TRANS¬ 
PORTATION 

[Airspace Dock*! No. 75-80-541 

PART 71—DESIGNATION OF FEDERAL 

AIRWAYS, AREA LOW ROUTES, CON¬ 
TROLLED AIRSPACE, AND REPORTING 

POINTS 

Alteration of Control Zone and Designation 
of Transition Area 

On June 6. 1975, a Notice of Proposed 
Rulemaking was published in the Fed- 
dial Register (40 FR 243G5). stating 
that the Federal Aviation Administration 
was considering an amendment to Part 
71 of the Federal Aviation Regulations 
that would alter the Fort Stewart. Ga.. 
control zone and designate the Fort 
Stewart, Ga.. transition area. 

Interested persons were afforded an 
opportunity to participate In the rule- 
making through the submission of com¬ 
ments. AH comments received were fa¬ 
vorable. 

In consideration of the foregoing. Part 
71 of the Federal Aviation Regulations Is 
amended, effective 0901 GMT, January 
29. 1976. os hereinafter set forth. 

In 5 71.171 (40 FR 354). the Fort 
Stewart, Ga., control zone is amended as 
follow's: 

*\ . . Wright TVOR 242*_- would be 

deleted end **. . . Wright TVOR 334*_** 

would be substituted therefor. 

In f 71.181 <40 FR 441). the following 
transition area Is added: 

Pout Stxwaxt, Os. 

That airspace extending upward from 700 
feet above the surface within an B5-milc 
radius of Lyle H. Wright AAP (latitude 
31*53'20" N.. longitude 81*33*45" W ); with- 
In 1,5 miles each aide of the 049* bearing 
from Allenhurst RBN, extending from the 
85-mile radius area to the RBN. 

This amendment is made under the au¬ 
thority of Sec. 307(a) of the Federal 
Aviation Act of 1958 (49 U.S.C. 1348(a)) 
and of Sec. 6(c) of the Department of 
Transportation Act (49 U3.C. 1655(c)). 

Issued in East Point* Ga., on Novem¬ 
ber 26.1975. 

Phillip M Swatex. 
Director , Southern Region. 

[PR Doc.75-32907 Filed 12-5-75;8:45 am] 
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(Airspace Docket 75-NW-19J 

PART 71—DESIGNATION OF FEDERAL 

AIRWAYS, AREA LOW ROUTES. CON¬ 
TROLLED AIRSPACE, AND REPORTING 

AREA 

Alteration of Transition Area 

On October 1. 1975, a Notice of Pro¬ 
posed Rulemaking was published in the 
Federal Register <40 FR 48141) stating 
that the Federal Aviation Administra¬ 
tion (FAA) was considering an amend¬ 
ment to Part 71 of the Federal Aviation 
Regulations that would oiler the descrip¬ 
tion of the EUensburg, Washington. 
Transition Area. 

Interested persons were given 30 days 
In which to submit written data, views, 
or arguments. No objections were re¬ 
ceived. 

In consideration of the foregoing, the 
amendment is hereby adopted without 
changes. 

Effective Date: This amendment*hall 
be effective 0901 GMT on January 29, 
1976. 

This amendment Is issued under the 
authority of Section 307(a) of the Fed¬ 
eral Aviation Act of 1958 as amended 
(49 U.S.C. 1348(a)) and of Section 6tc> 
of the Department of Transportation Act 
(49 U.S.C. 1655(0). 

Issued In Seattle, Washington on No¬ 
vember 28.1975. 

J. H. Tanker. 

Acting Director , Northwest Region. 

In | 71.181 (40 FR 441) the description 
of the Ellensburg, Washington, Transi¬ 
tion Area be amended to read as follows: 

SXLXKSSUOC, WASKtXCTOlC 

That airspace extending upward from 700* 
above the surface within a fi-mile radio* of 
Bowers Field (Latitude 47*02*02" N. Longi¬ 
tude 120*32*49'* W); within the arc of a 
13-mile radius circle centered on the Ellena- 
burg VORTAC. beginning at the 016* radial 
and extending clockwise to the 063* radial; 
within the arc of a 20,5-mile radtui circle 
centered on the Ellr unburg VORTAC. begin¬ 
ning at the 063* radial and extending clock¬ 
wise to the 221* radial, that airspace extend¬ 
ing upward from 1200* above the surface 
southwest of Ellensburg bounded on the 
north by V 28. on the southeast by the 
Elleusburg VORTAC 221* radial, on the 
southwest by V-4. 

(TO Doc. 75-32904 Piled 12-5 75.8:45 am) 


(Airspace Docket No. 73-SO-124J 

PART 71—DESIGNATION OF FEDERAL 
AIRWAYS, AREA LOW ROUTES. CON¬ 
TROLLED AIRSPACE, AND REPORTING 
POINTS 

Alteration of Transition Area 

On October 16, 1975, a Notice of Pro¬ 
posed Rulemaking was published in the 
Federal Register (40 FR 48520), stating 
that the Federal Aviation Administra¬ 
tion was considering an amendment to 
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Part 71 of the Federal Aviation Regula¬ 
tions that would alter the Selma. AUu. 
transition area. 

Interested persons were afforded an 
opportunity to participate in the rule¬ 
making through the submission of com¬ 
ments. There were no comments received. 

In consideration of the foregoing. Part 
71 of the Federal Aviation Regulations is 
amended, effective 0901 Gjn.t. January 
29. 1976. as hereinafter set forth. 

In 71.181 (40 FR 441). the Selma, Ala . 
transition area is amended as follows: 

Th.v. airspace extending upward from 700 
feet above the surface within a 12-mile radius 
of Craig APB (latitude 32*20*30" N„ longitude 
86*50*18** W.); within an 18.5-mllt radius of 
the Cahaba VORTAC. extending clockwise 
from the 301* radial to the 212* radial. 

This amendment is made under the 
authority of Sec. 307(a) of the Federal 
Aviation Act of 1958 (49 US.C. 1348(a)) 
and of Sec 6(c) of the Department of 
Transportation Act (49 U.6.C. 1655(c)). 

Issued in East Point, Ga.. on Novem¬ 
ber 25.1975. 

Phillip M. Swatek. 

Director, Southern Region, 

(FR Doc.75-32909 Filed 12-5-75:8:45 am] 


(Airspace Docket No. 75-80-22] 

PART 71—DESIGNATION OF FEDERAL 

AIRWAYS, AREA LOW ROUTES, CON¬ 
TROLLED AIRSPACE, AND REPORTING 

POINTS 

Alteration of Transition Area 

On March 14. 1975, a Notice of Pro¬ 
posed Rulemaking was published in the 
Federal Register (40 FR 11893), stating 
that the Federal Aviation Administra¬ 
tion was considering an amendment to 
Part 71 of the Federal Aviation Regula¬ 
tions that would alter the Wallace, N.C., 
transition area. 

Interested persons were afforded an 
opportunity to participate In the rule¬ 
making through the submission of com¬ 
ments. All comments received were 
favorable. 

In consideration of the foregoing, Part 
71 of the Federal Aviation Regulations is 
amended, effective 0901 G.m.t^ Janu¬ 
ary 29. 1976, as hereinafter set forth. 

In | 71.181 (40 FR 441), the Wallace, 
N.C., transition area is amended as 
follows: 

**. . . northwest of tbs VORTAC.** would 
be deleted and ", . . northwest of the VOR 
TAC: within 3 mllei each side of the 078* 
bearing from Peudy NDB {latitude 34'42'5B" 
N-, longitude 78*00*14" W-). extending from 
the 5-mile mdtus area to 8.8 miles east of the 
RBN." would be substituted therefor. 

This amendment is made under the 
authority of 8ec. 307(a) of the Federal 
Aviation Act of 1958 <49 U8.C. 1348(a)) 
and of Sec. 6(c) of the Department of 
Transportation Act <49 UJ3.C. 1655(c)). 
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Issued In East Point. Ga., on Novem¬ 
ber 26, 1975. 

Phillip M. Swatek. 
Director, Southern Region . 

1KR Doc.75-32906 Filed 19-5-75:8:45 am] 


[Alrvpacc Docket No. 75-80-44] 

PART 71—DESIGNATION OF FEDERAL 

AIRWAYS, AREA LOW ROUTES, CON¬ 
TROLLED AIRSPACE, AND REPORTING 

POINTS 

Alteration of Transition Area 

The purpose of this amendment to 
Part 71 of the Federal Aviation Regula¬ 
tions Ls to alter the Roanoke Rapids, N.C., 
transition area. 

The Roanoke Rapids transition area is 
described in 9 71.181 <40 FR 441). It is 
necessary to alter the description by cor¬ 
recting the longitudinal ordinate of the 
Halifax County Airport and by adding 
reference to the Rapids (private) non- 
dlrectional radio beacon which is being 
established on the airport to support a 
new instrument approach procedure. The 
new instrument approach procedure will 
require designation of an additional eight 
square miles of controlled airspace. Since 
this amendment ls minor in nature, no¬ 
tice and public procedure hereon are un¬ 
necessary. 

In consideration of the foregoing. Part 
71 of the Federal Aviation Regulations 
is amended, effective 0901 GMT. Janu¬ 
ary 29, 1976, as hereinafter set forth. 

In f 71.181 (40 FR 441), the Roanoke 
Rapids. N.C., transition area is amended 
as follows: 

*\ . . 77*43 00" W.) . . ." Is deleted and *\ . . 
77“42'10” W.); within 3 mile* each side of 
the 233* bearing from Rapids RBN (latitude 
86*26*19*' N.. longitude 77*42*14** W ). ex¬ 
tending from the 7-mlle rad 1 us area to 8.5 
miles southwest of the RBN . . .** is sub¬ 
stituted therefor. 

This amendment is made under the 
authority of Sec. 307(a) of the Federal 
Aviation Act of 1958 (49 U.S.C. 1348'a)) 
and of Sec. 6(c) of the Department of 
Transportation Act (49 U.8.C. 1655(c)). 

Issued in East Point, Ga., on Novem¬ 
ber 25. 1975. 

Phillip M. Swatek, 
Director, Southern Region. 

(FR Doc.76-32910 Filed 12 5-75;8:45 am] 


(Airspace Docket No. 75-SW-67] 

PART 71—DESIGNATION OF FEDERAL 
AIRWAYS, AREA LOW ROUTES, CON- 
TROLLED AIRSPACE, AND REPORTING 
POINTS 

Designation and Alteration of Transition 
Areas 

The purpose of this amendment to 
Part 71 of the Federal Aviation Regu¬ 
lations is to designate a 700-foot transi¬ 
tion area at Alpine, Texas, and alter the 
Texas transition area. 

On October 14. 1975, a notice of pro¬ 
posed rule making was published In the 
Federal Register (40 FR 48142) stating 
the Federal Aviation Administration pro¬ 
posed to designate a 700-foot transition 
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area at Alpine. Texas, and alter the 
Texas transition area. 

Interested persons were afforded an 
opportunity to participate in the rule 
making through submission of com¬ 
ments. All comments received were 
favorable. 

In consideration of the foregoing. Part 
71 of the Federal Aviation Regulations is 
amended, effective 0901 GMT, January 
29. 1976, as hereinafter set forth. 

1. In 5 71.181 <40 FR 441). the follow¬ 
ing transition area is added: 

Altike. Texas 

That airspace extending upward from 700 
feet above the surface within an 8.5-mile 
radius of the center of the Alpine Municipal 
Airport (latitude 33'23W N.. longitude 103* 
41*00*' W ) and extending 6.0 miles west and 
9.5 miles east of the 023■ beartng from the 
airport coordinates to a point 245 miles 
north of the airport coordinates. 

2. In 9 71.181 (40 FR 441), the Texas 
transition area is amended by deleting 
everything after "excluding that air¬ 
space" and substituting therefor "exclud¬ 
ing that airspace south of a line begin¬ 
ning at the intersection of the United 
States/Mexican Border and 30*00*00" 
north latitude, thence east along 30* 
north latitude to and counterclockwise 
along the arc of a 105-mile-radius circle 
centered at latitude 29*21*35" N.. longi¬ 
tude 10(T46'35** W.. to and along the 
United States/Mexican. Border to point 
of beginning." 

(Sec 307(a), Federal Aviation Act of 1958 
(49 U8.C. 1348); 8ec. 6(c), Department of 
Transportation Act (49 U-8.C. 1655(c))) 

Issued in Fort Worth. Tex., on Novem¬ 
ber 25. 1975. 

Albert H. Tiiurburn, 
Acting Director, Southwest Region , 

(FR Doc.75 32011 Filed 12-6-75:8:45 am) 


(Airspace Docket No. 75-80-102J 

PART 71—DESIGNATION OF FEDERAL 
AIRWAYS, AREA LOW ROUTES, CON¬ 
TROLLED AIRSPACE, AND REPORTING 
POINTS 

Designation of Transition Area 

On September 10. 1975, a Notice of 
Proposed Rulemaking was published in 
the Federal Register (40 FR 42025), 
stating that the Federal Aviation Ad¬ 
ministration was considering an amend¬ 
ment to Part 71 of the Federal Aviation 
Regulations that would designate the 
CampbcUsvUle. Ky., transition area. 

Interested persons were afforded an 
opportunity to participate in the rule- 
making through the submission of com¬ 
ments. All comments received were 
favorable. 

In consideration of the foregoing, Part 
71 of the Federal Aviation Regulations is 
amended, effective 0901 GMT. Janu¬ 
ary 29. 1976. as hereinafter set forth. 

In 9 71.181 (40 FR 441). the following 
transition area ls added: 

CAMPBELLSVtLLE. Kf. 

That airspace extending upwards from 700 
feet above the surface within a 6.5-mile 
radlux of Taylor County Airport (latitude 


37*21*05'* N.. longitude 85*18*45** W); within 
3 mile* each side of the 229* bearing from 
the Arista RBN (latitude 37*21*19** N., longi¬ 
tude 85*18'64*' W.), extending from the 6.5- 
mUe radius area to 85 miles southwest of the 
NDB. 

This amendment Is made under the 
authority of Sec 307(a) of the Federal 
Aviation Act of 1958 (49 U.S.C. 1348(a)) 
and of Sec. 6(c) of the Department of 
Transport lion Act <49 U.S.C. 1655(c)). 

Issued in East Point, Ga., on Novem¬ 
ber 25. 1975. 

Phillip M Swatek, 
Director, Southern Region. 

|FR Doc.75-32908 Filed 12-5-76:8:45 am] 


|Airspace Docket No. 75-80-1551 

PART 71—DESIGNATION OF FEDERAL 

AIRWAYS, AREA LOW ROUTES, CON¬ 
TROLLED AIRSPACE, AND REPORTING 

POINTS 

Redesignation of Control Zone 

The purpose of this amendment to 
Part 71 of the Federal Aviation Regula¬ 
tions ls to redesignate the Valdosta, Ga., 
(Moody AFB) control rone. 

The Valdosta (Moody AFB) control 
zone is described in 9 71.171 <40 FR 354) 
and is designated as part-time, with 
effective times of 0700 to 2300 hours, local 
time, Monday through Thursday: from 
0700 to 2130 hours, local time, Friday; 
from 0900 to 1600 hours, local time, 
Saturday and from 1000 to 1600 hours, 
local time. 8unday; excluding Federal 
legal holidays. The U.8. Air Force ls 
changing its hours of operation at Moody 
AFB and it is necessary to redesignate 
the control zone to accommodate the 
changes. Since this amendment is minor 
in nature, notice and public procedure 
hereon are unnecessary. 

In consideration of the foregoing, Part 
71 of the Federal Aviation Regulations is 
amended, effective 0901 GMT. Janu¬ 
ary 29, 1976, as hereinafter set forth. 

In f 71.171 (40 FR 354), the Valdosta. 
Ga. (Moody AFB) control zone is 
amended as follows: 

All after **. . , south of the VOR.** Is deleted 
and **Thlx control zone Is effective from 0700 
to 2300 hours, local time, daily." U sub¬ 
stituted therefor. 

This amendment is made under the 
authority of 8ec. 307(a) of the Federal 
Aviation Act of 1958 (49 U8.C. 1343(a)) 
and of Sec. 6<c) of the Department of 
Transportation Act (49 U.S.C. 1655(c)). 

Issued in East Point, Ga., on Novem¬ 
ber 26. 1975. 

Lonnie D. Parrish, 
Acting Director, Southern Region. 

[FR Doc.75 32909 Filed 12-5-75:8:45 ami 


(Docket No. 15192; Arndt. No. 997) 

PART 97—STANDARD INSTRUMENT 
APPROACH PROCEDURES 

Recent Changes jnd Additions 

This amendment to Part 97 of the Fed¬ 
eral Aviation Regulations incorporates 
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by reference therein change* * and addi¬ 
tions to the Standard Instrument Ap¬ 
proach Procedures (SIAPs) that were 
recently adopted by the Administrator to 
promote safety at the airports 
concerned. 

The complete SIAPs for the changes 
and additions covered by this amend¬ 
ment arc described In PAA Forms 8260- 

3. 8260-4. or 8260-5 and made a part of 
the public rule making dockets of the 
FAA In accordance with the procedures 
set forth in Amendment No. 97-696 (35 
FR 5609). 

SIAPs are available for examination at 
the Rules Docket and at the National 
Flight Data Center. Federnl Aviation 
Administration, 800 Independence 
Avenue. 8 W . Washington. D C. 20591. 
Copies of SIAPs adopted in a particular 
region arc also available for examina¬ 
tion at the headquarters of that region. 
Individual copies of SIAPs may be pur¬ 
chased from the FAA Public Information 
Center. AIS-230, 800 Independence 

Avenue. 6.W.. Washington. D C. 20591 or 
from the applicable FAA regional office 
in accordance with the fee schedule pre¬ 
scribed in 49 CFR 7.85. This fee is pay¬ 
able In advance and may be paid by 
check, draft, or postal money order pay¬ 
able to the Treasurer of the United 
States. A weekly transmittal of all SIAP 
changes and additions may be obtained 
by subscription at an annual rate of 
$150.00 per annum from the Superin¬ 
tendent of Documents. U.S, Govern¬ 
ment Printing Office. Washington. D.C. 
20402. Additional copies mailed to the 
same address may be ordered for $30.00 
each. 

Since a situation exists that requires 
immediate adoption of this amendment. 
I find that further notice and public pro¬ 
cedure hereon is Impracticable and good 
cause exists for making it eHectlve In less 
than 30 day*. 

In consideration of the foregoing. Part 
97 of the Federal Aviation Regulations Is 
amended a* follow*, effective on the dates 
specified: 

1. Section 97.23 Is amended by orig¬ 
inating. amending, or cancelling the fol¬ 
lowing VOR—OR/DME SIAPs. effective 
January 15. 1976. 

Fairmont, WV—Fairmont Muni. Arpt., VOR- 
TAC Rwy 22. Arndt 1. 

Farmington, MO—Farmington Muni. Arpt.. 
VOR-A, Arndt. 2. 

Mineota. TX—Mlneola Wticner Field. VOR/ 
DMF A, Arndt. 1. 

Petersburg. VA—Petersburg Muni. Arpt. 
VOR Rwy 23. Arndt. 1. 

Reno. NV—Reno Inti. Arpt., VOR-D. Arndt. 

Sheridan. IN—Sheridan Arpt.. VOR/D ME-A. 
Arndt. 1. 

8t. Louts, MO Spirit of 8t. Louie Arpt.. 
VOR—A, Aindt. 4. 

St. Louie. MO—Spirit of 8t. Lout* Arpt.. 

VOR/DME Rwy 7. Arndt. 5. 

Youngstown. OH—Youngstown Muni. Arpt . 
VOR Rwy 18. Amdt. 12 

2. Section 97.25 Is amended by orig¬ 
inating, amending, or cancelling the fol¬ 
lowing SDF-LOC-LDA SIAPs. effective 
January 15. 1976. 
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Reno. NV—Reno Inti Arpt., LOC-C. Amdt. I. 
Reno. NV—Reno Int7 Arpt*. LOC DME BC- 
B. Amdt. 4. 

Springfield. MO—Springfield Muni. Arpt.. 

LOC(BC) Rwy 19. Amdt. 11. 

St, Louis, MO—Spirit of St. Louis Arpt, 
LOC(BC) Rwy 25. Amdt. 1. 

Youngstown. OH—Youngstown Muni Arpt.. 
LOCiBC) Rwy 14. Amdt. 1. 

. . . effective December 11. 1975. 

Elkhart. IN—Elkhart Muni. Arpt, SDP Rwy 
27. Original. 

3. Section 97.27 is amended by orig¬ 
inating, amending, or cancelling the fol¬ 
lowing NDB/ADF SIAPs, effective Jan¬ 
uary 1$. 1976. 

Clinton. OK—Clinton Muni Arpt . NDB Rwy 
35. Amdt. 2. 

Edcnton. NC—Eden ton Muni. Arpt .. NDB 
Rwy 5. Amdt. 2. 

Bdenton. NC—Eden ton Muni. Arpt . NDB 
Rwy 10. Amdt. 2. 

Fairmont. WV—Fairmont Muni Arpt, NDB- 
A. Amdt. 2. 

Lawrence burg. TN—Lawrenceburg Muni. 

Arpt*. NDB-A, Amdt 2. 

Petersburg. VA—Petersburg Muni. Arpt, NDB 
Rwy 5. Amdt. 1. 

Sebiing. KL—Sebrlng Arpt. A Industrial Park, 
NDB Rwy 36. Amdt. L 

St. Louis, MO—8pirlt of St. Louis Arpt, 
NDB Rwy 7. Amdt. 2. 

Youngstown. OH—Youngstown Muni. Arpt, 
NDB Rwy 32. Amdt. 13. 

... effective December 11. 1975. 

Dayton, OH—James M. Cox—Dayton Muni. 

Arpt, NDB Rwy 6L. Amdt. 1. 

Dayton. OH—James M. Cox—Dayton Muni. 
Arpt, NDB Rwy OR. Amdt. 1. 

4. Section 97.29 is amended by orig¬ 
inating. amending, or cancelling the fol¬ 
lowing ILS SIAPs, effective January 15. 
1976. 

Reno, NV—Reno Inti Arpt, ILS-A. Amdt. 3. 
Reno, NV—Reno Inti Arpt. ILS/DME Rwy 
16. Amdt. 1. 

St. Louis. MO—Spirit of St. Louis Arpt.. ILS 
Rwy 7, Amdt. 2. 

Youngstown. OH—Youngstown MunL Arpt . 
ILS Rwy 32. Amdt. 18. 

. . . effective December 11. 1975. 

Dayton, OH—James M. Cox—Dayton Muni. 
Arpt.. ILS Rwy 6L, Original* 

5. Section 97.31 Ls amended by origi¬ 
nating, amending, or cancelling the fol¬ 
lowing RADAR SIAPs, effective Janu¬ 
ary IS. 1976. 

Youngstown. OH—Youngstown Muni. Arpt., 
RADAR 1, Amdt. 4. 

6. Section 97.33 is amended by origi¬ 
nating, amending, or cancelling the fol¬ 
lowing RNAV SIAPs, effective January 
15. 1976. 

Detroit, MI—Detroit Metro.-Wayn* County 
Arpt., RNAV Rwy 21L, Original. 

. . . effective December 11. 1975. 
Dayton. OH—James M. Cox—Dayton Muni. 

Arpt.. RNAV Rwy 24L, Amdt. L 
Dayton, OH—James M. Cox—Dayton MunL 
Arpt., RNAV Rwy 6R, Amdt. L 

CORRECTION 

In Docket Number 14942, Amendment 
983. to Part 97 of the Federal Aviation 
Regulations published in the Federal 
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Register dated August 28, 1975. on Page 
39496 under Section 97.29, AN1AK, AR¬ 
AMAIC ARPT.. ILS/DME RWY 10. 
ORIG„ effective October 9. 1975, as 
amended. Is rescinded. 

In Docket Number 15173. Amendment 
995, to Part 97 of the Federal Aviation 
Regulations published In the Federal 
Register dated November 20. 1975, on 
Page 53997. under Section 97.27, effec¬ 
tive January 1. 1976—change effective 
date of New York. NY—John F. Kennedy 
Inti Arpt., ILS Rwy 13L, Amdt. 6. to 
January 8. 1976. 

In Docket Number 15058. Amendment 
991 to Part 97 of the Federal Aviation 
Regulations published In the Federal 
Register dated October 23,1975, on Page 
49568 under Section 97.29. Dillingham, 
AK—Dillingham Arpt., ILS/DME Rwy 
19, ORIO., and Kotzebue. AK—Ralph 
Wien Memorial Arpt*. ILS DME Rwy 8. 
ORIO., effective December 4, 1975, are 
rescinded. 

These amendments are made effective un¬ 
der the authority of Bece. 307. 313, 601. 1110, 
Federal Aviation Act of 1958: 49 DSC, 1438. 
1354, 1421. 1610, and Sec. 6(c) Department 
of Transportation Act. 49 US.C. 1655(c). 

Issued in Washington, D.C., on No¬ 
vember 26. 1975. 

James O. Robinson. 

Acting Chief. 

Aircraft Programs Division. 

Non*: Incorporation by reference provi¬ 
sions In 1197.10 and 97.20 approved by tho 
Director of the Federal Register on May 12, 
I960. (35 FR 5610). 

|FR Doc.75-32903 Filed 12-5-75;8:45 am) 

Title 7—Agriculture 

SUBTITLE A—OFFICE OF THE SECRETARY 
OF AGRICULTURE 

PART 25—-ADVISORY COMMITTEE 
MANAGEMENT 

PART 25A—OTHER COMMITTEE 
MANAGEMENT 

Department of Agriculture Committee 

Management Regulations; Correction 

The following corrections are made to 
the Department of Agriculture's com¬ 
mittee management regulations (Parts 
25 and 25A. SubUUe A. Title 7 of the Code 
of Federal Regulations > which became 
effective October 14. 1975. The regula¬ 
tions were published in the Ffederal 
Register (40 FR 42171) on September 
11. 1975. 

1. The citation of authority for Part 
25 following the table of contents Is cor¬ 
rected to read: 

• • • • • 

AcrraoarrT: 8 UJS.C. 301; Sec. 8. 86 Stat. 
773 ( 6 UJS.C. App. I.). 

2. Section 25.11 is corrected as follows: 

S 25.11 EMahlislimenl and Renewal of 

Advisory Committer*. 

• • • • • 

(b) Procedure for Establishment . 


(3) Preparation of Establishment Doc¬ 
ument. 

• • • • • 
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(P) Statement concerning the plan to 
achieve balanced membership on the ad¬ 
visory committee (5 25.15). 

(O) Names or titles of committee 
members or a statement as to who will 
appoint them. 

The document shall be routed to the 
Office of Management and Finance 
through the Office of the General 
Counsel. 

• • • • • 

Dated: December 3.1975. 

Joseph R. Wright, Jr.. 

Assistant Secretary 
for Administration. 

(FR Doc.75-32954 Filed 12-6-76;8:45 am) 


Standard inspections, Marketing Practices 

CHAPTER I—AGRICULTURAL MARKETING 
SERVICE, DEPARTMENT OF AGRICULTURE 

PART 52—PROCESSED FRUITS AND VEG¬ 
ETABLES. PROCESSED PRODUCTS 
THEREOF AND CERTAIN OTHER PROC¬ 
ESSED FOOD PRODUCTS 

Subpart—Regulations Governing 
Inspection and Certification 

Basis tor Charges 

The Agricultural Marketing Act of 
1946 authorizes official Inspection and 
certification of processed fruits and vege¬ 
tables, processed products thereof, and 
certain other processed food products. 
Such inspection and certification is vol¬ 
untary and is made available upon re¬ 
quest of financially interested parties and 
upon payment of a fee. The Act requires 
6uch fees to be reasonable and, as nearly 
as possible, to cove.' the cost of rendering 
the service. 

Statement of consideration leading to 
amendment of regulations. Effective Oc¬ 
tober 12, 1975, the fee for hours worked 
by seasonal inspectors In plants with year 
around contracts was raised from $12.10 
to $17.40 per hour. After re-evaluating 
the costs for providing this type of serv¬ 
ice and the impact of an Increase of this 
amount upon the applicant, it has been 
concluded that the best interests of the 
applicant and the government will be 
served by reducing the fee for the hours 
worked by seasonal inspectors. 1 

Accordingly, pursuant to the authority 
contained in the Agricultural Marketing 
Act of 1946 (60 8tat. et seq , as amended; 
7 U.S.C. 1621-1627). $5252 Is amended 
to read as follows: 

§ 52.52 Change* for inspection nervier* 
on a contract ba*i*. 


(C) • ♦ • 

(2) For personnel assigned on less than 
a year-round basis: 

Each inspector—$15.40 per hour. 

Each subordinate Inspector on the 
same shift with an inspector—$11.40 per 
hour. 

(3) Travel expense. No reporting 
charges will be made for regular full time 


1 Compliance with the provision* of the«e 
standards shall not excuse failure to oomply 
with tho provisions of the Federal Food. 
Drug, and Cosmetic Act, or with applicable 
State laws and regulations. 


inspection personnel assigned under a 
year-round in-plant contract; Provided: 
That, per diem and/or mileage will be 
charged when paid to each Inspector as¬ 
signed during those periods the regularly 
assigned inspector<s) are taking annual 
and compensatory leave. 


(Sec. 205. 60 8tat. 1090. as amended <7 V& C. 
1624)) 

Notice of proposed rulemaking, public 
procedure thereon, and the postpone¬ 
ment of the effective time of this action 
later than 30 days from date of publi¬ 
cation in the Federal Register, (5 U.S.C. 
553), ore impracticable, unnecessary, 
and contrary to the public interest in 
that <1) the Agricultural Marketing Act 
of 1946 provides that the fees charged 
shall be reasonable and, as nearly as 
possible, cover the cost of the service 
rendered. (2) the decrease in fee rate 
set forth herein will accrue benefits to 
the consumer as well as the processor, 
and (3) additional time is not required 
by the users of the Inspection Service 
to comply with this amendment. 

Effective date; October 12,1975. 

Dated: December 2,1976. 

Donald E. Wilkinson, 
Administrator. 

[FR Doc.75-32921 Filed 12-5-75;8 45 Am] 


CHAPTER II—FOOD AND NUTRITION 
SERVICE, DEPARTMENT OF AGRICULTURE 
SUBCHAPTER A—CHILD NUTRITION PROGRAMS 
[Arndt. 8] 

PART 245—DETERMINING ELIGIBILITY 
FOR FREE AND REDUCED PRICE MEALS 
AND FREE MILK IN SCHOOLS 

Notice of Proposed Rulemaking 

The regulations governing the deter¬ 
mination of eligibility for free or reduced 
price meals in schools participating In 
the National School Lunch Program. 
School Breakfast Program, and Special 
Milk Program arc amended to implement 
Public Law 94-105. enacted October 7. 
1975, and for other purposes. 

The principal changes stemming from 
Public Law 94-105 affect § 245.1. 1245.3, 
$245.5, and $ 245.6 to: (1) make the 
service of reduced price meals manda¬ 
tory; (2) require that children eligible 
for reduced price meals be those children 
who are members of a household whose 
annual income falls between the appli¬ 
cable f8mlly-slze Income level of the 
State’s standards for free meals and 95 
percent above the applicable family-size 
income level In the Secretary's income 
poverty guidelines; <3) require that re¬ 
ference be made to unemployed parents 
or guardians in the public announcement 
of eligibility: and (4) provide that, for 
cause, information In a parent’s applica¬ 
tion may be verified. 

Other changes affect $ 245.5, $ 245.10 
and $ 245.11 concerning the actions tak¬ 
en by School Food Authorities and State 
agencies, or FNSROs where applicable, 
in the event of changes in eligibility cri¬ 
teria and standards or other program 
changes after the beginning of a school 


year. School Food Authorities which 
elected to serve both free and reduced 
price meals at the beginning of the school 
year, as opposed to only free meals, may 
publicly announce changes In eligibility 
criteria for reduced price meals in the 
form of a public release published In the 
informational media or may announce 
such changes in the same manner as the 
original criteria were announced. This 
provision Is added to facilitate implemen¬ 
tation of the changes in eligibility criteria 
as a result of Public Law 94-105. State 
agencies, or FNSROs where applicable, 
are required to announce changes in fam¬ 
ily-size Income standards within 30 days 
after the Secretary has announced a 
change In the income poverty guidelines 
or other program change which necesi- 
tntes public announcement. The period 
within which School Food Authorities 
shall have their revised free and reduced 
price policy statements submitted to. 
and approved by. State agencies, or 
FNSROs where applicable, is changed 
from 30 days to 60 days after the State 
agency, or FNSRO where applicable, has 
announced a change In standards or 
other program change. 

Failure to have a School Food Author¬ 
ity’s policy statement aproved by the 
State agency, or FNSRO where applica¬ 
ble. at the end of the 60-day period will 
result in the suspension of reimburse¬ 
ment for all meals and milk served there¬ 
after, until such time as the School Food 
Authority’s free and reduced price policy 
statement has been approved by the 8tate 
agency, or FNSRO where applicable. 
Furthermore, no commodities donated 
by the Department shall be used In any 
program after the end of the 60-day pe¬ 
riod, until such time as the School Food 
Authority’s free and reduced price policy 
statement has been approved by the State 
agency, or FNSRO where applicable. 
Once the School Food Authority’s free 
and reduced price policy statement has 
been approved, reimbursement may be al¬ 
lowed at the discretion of the State 
agency, or FNSRO where applicable, dur¬ 
ing the period of suspension. Previously. 
State agencies and FNSROs did not have 
the latitude to allow reimbursement for 
eligible meals and milk served after the 
date the free and reduced price policy 
statement was to be approved by the 
State agency, or FNSRO where applica¬ 
ble. 

Other changes arc nonsubstantive and 
are made for clarification. 

Since the substantive changes In the 
regulations are nondlscretlonary. the 
Department does not believe that the 
proposed rule making and public par¬ 
ticipation procedures are necessary. Ac¬ 
cordingly. the regulations for Deter¬ 
mining legibility for Free and Reduced 
Price Meals and Free Milk are hereby 
amended as follows: 

1. In the table of sections, $ 245 3 is 
renamed •'Eligibility standards and cri¬ 
teria,” and $ 245.5 Is renamed "Public 
announcement of the eligibility criteria.” 

2. In $ 245 1. paragraph <a> is revised 
to read as follows: 

§ 245.1 General purpose and »cope. 

(a) Section 9 of the National School 
Lunch Act. as amended, and section 4 
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of the Child Nutrition Act of 1966, as 
amended, require that schools partici¬ 
pating In th e Na tional School Lunch 
Program (7 CFR Part 210) and the 
School Breakfast Program (7 CFR Port 
220) and other schools utilising com¬ 
modities donated by the Department 
shall serve free meals to any child who 
is a member of a household which has 
an annual Income not above the applica¬ 
ble family-size income level set forth In 
Income poverty guidelines prescribed by 
the Secretary. Each State educational 
agency Is required to prescribe family - 
size Income standard*, which may not 
be more than 25 percent above the Sec¬ 
retary’s income poverty guidelines, to 
bo used by schools in the State during 
each fiscal year in determining which 
children in the State are eligible for free 
meals. Section 3 of the Child Nutrition 
Act of 1966, as amended, requires that 
schools participating in the Special Milk 
Program (7 CFR Part 215) shall serve 
free milk to any child who is eligible for 
free meals. Each State educational 
agency is also required to prescribe 
family-size Income standards for reduced 
price meals which will result in the serv¬ 
ice of reduced price meals to any child 
who is a member of a household which 
has an annual income above the appli¬ 
cable family-size Income standard pre¬ 
scribed by the State educational agency 
for free meals, but not above 95 per¬ 
cent of the applicable family-size in¬ 
come level in the Income poverty guide¬ 
lines prescribed by the Secretary. 
School Pood Authorities are required 
to publicly announce the eligibility 
criteria and to make determinations 
with respect to family size and Income 
on the basis of a statement executed 
by an adult member of the family. 
School Food Authorities arc pro¬ 
hibited from making any physical segre¬ 
gation of or other discrimination against, 
or any overt identification of. any child 
eligible for free or reduced price meals 
or free milk. 


3. In 6 245.2, paragraph (e) Is revised 
as follows: 

§ 2 lf>.2 Definition*. 


<c> "Income poverty guidelines" 
means the family-size Income levels pre¬ 
scribed annually by the Secretary for 
use by States in establishing eligibility 
for free and reduced price meals and for 
free milk. 


4. In 8 245.3, the heading and para¬ 
graphs (a), (b), and (c) are revised to 
read as follows: 

8 2 15.3 Eligibility standard* and criteria. 

(a) Each State agency, or FNSRO 
where applicable, shall at the beginning 
of each fiscal year announce family-size 
Income standards to be used by School 
Food Authorities of schools under the 
jurisdiction of such State agency, or 


FNSRO where applicable, in making 
eligibility determinations for free or re¬ 
duced price meals and for free milk. 
Such family-size Income standards for 
free and reduced price meals and for 
free milk shall be In accordance with 
the standard* set forth in 8 245.1 of thla 
part. Within those standards for free 
meals, the State agency, or FN8RO 
where applicable, may prescribe a single 
set of family-size Income standards for 
use in the 8tatc, or It may prescribe a 
range of Income standards. However, for 
reduced price meals, the State agency, 
or FNSRO where applicable, must pre¬ 
scribe income standards as set forth in 
8 245.1. 

(b) Each School Food Authority shall 
establish eligibility criteria for free and 
reduced price meals and for free milk in 
conformity with the family-size income 
standards prescribed by the State agency, 
or FNSRO where applicable, under para¬ 
graph «a> of this section. Such criteria 
shall: (1> Specify the uniform family- 
size income criteria to be used for de¬ 
termining eligibility for free and reduced 
price meals and for free milk In all 
schools participating In the National 
School Lunch Program, School Breakfast 
Program, or Special Milk Program and In 
commodity only schools under the Ju¬ 
risdiction of the School Food Authority; 
and (2) provide that nil children from 
a family meeting family-size Income cri¬ 
teria and attending any school under the 
Jurisdiction of the School Food Authority 
which participates under the National 
School Lunch Program. School Break¬ 
fast Program. Special Milk Program, or 
is a commodity od^ school shall be pro¬ 
vided the same benefits. The School 
Food Authority's eligibility criteria shall 
be a part of the policy statement required 
under 8 245.10 and shall be publicly an¬ 
nounced in accordance with the provi¬ 
sions of 8 245.5* 

(c) Each School Food Authority shall 
serve free and reduced price meals and 
free milk in the respective programs to 
all children eligible therefor under its 
eligibility criteria. Family income used by 
a School Food Authority in determining 
eligibility of an applicant shall be income 
as defined In the Secretary's income pov¬ 
erty guidelines, including the adjust¬ 
ments for special hardship conditions. In 
any school which participates in more 
than one childe nutrition program (Na¬ 
tional School Lunch Program. School 
Breakfast Program or Special Milk Pro¬ 
gram* or is a commodity only school 
which also participates In the School 
Breakfast Program or the Special Milk 
Program, the eligibility criteria shall be 
applied uniformly so that eligible chil¬ 
dren receive the same benefits In each 
program. If a child transfers from one 
school to another school under the Ju¬ 
risdiction of the same School Food Au¬ 
thority. his eligibility for free or reduced 
price meals or for free milk, if previ¬ 
ously established, shall be transferred to, 
and honored by. the receiving school. If 
It participates in the National School 


Lunch Program, School Breakfast Pro¬ 
gram, Special Milk Program, or is a com¬ 
modity only school. 

5. 8 245.5 Is revised to read as follows: 

8 245.5 Public Announcement of the eli¬ 
gibility criteria. 

(a) After the State agency, or FNSRO 
where applicable, notifies the School 
Food Authority that its criteria for de¬ 
termining the eligibility of children for 
free and reduced price meals and for 
free milk have been approved, the School 
Food Authority shall publicly announce 
such criteria: Provided however. That no 
such public announcement shall be re¬ 
quired for boarding schools, or a school 
which includes food service fees in its 
tuition, where all attending children are 
provided the same meals or milk. Such 
announcements shall be made at the 
beginning of each school year or. if no¬ 
tice of approval is given thereafter, 
within 10 days after the notice is r~- 
celv6d. The public announcement of such 
criteria, as a minimum, shall Include the 
following: 

(1) A letter or notice distributed, on or 
about the beginning of each school year, 
to the parents of children In attendance 
at the school. The letter or notice shall 
contain complete information on (1) the 
eligibility criteria for free and reduced 
price meals and free milk; (ill the four 
special hardship conditions for adjusting 
income; (ill) how a family may make ap¬ 
plication for free or reduced price meals 
or for free milk for its children; (Iv) how 
a family may appeal the decision of the 
School Food Authority with respect to 
the application under the hearing proce¬ 
dure set forth in f 245.7; <v> a statement 
to the ef/ect that, in certain cases, foster 
children are eligible for free or reduced 
price meals or for free milk regardless 
of the income of the family writh whom 
they reside, and that families wishing to 
apply for such meals or milk for foster 
children should contact the School Food 
Authority; <vi> the statement: ‘‘In the 
operation of child feeding programs, no 
child will be discriminated against be¬ 
cause of his race. sex. color, or national 
origin”; and <vii> a statement to the ef¬ 
fect that children having parents or 
guardians who become unemployed are 
eligible for free or reduced price meals 
or for free milk during the period of un¬ 
employment, provided that the loss of 
income causes the family income during 
the period of unemployment to be within 
the eligibility criteria of the School Food 
Authorty. The letter or notice shall be 
accompanied by a copy of the application 
form required under 8 245.6. 

(2) On or about the beginning of each 
school year, a public release, containing 
the some information supplied to par¬ 
ents. shall be provided to the informa¬ 
tional media, the local unemployment 
office, and to any major employers con¬ 
templating large layoffs In the area from 
which the school draws its attendance. 

(b) Copies of the public release shall 
be made available upon request to any 
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Interested persons. Any subsequent 
changes In a school’s eligibility criteria 
during the school year which are ap¬ 
proved by the State agency, or FNSRO 
where applicable, shall be publicly an¬ 
nounced in the same manner as the origi¬ 
nal criteria were announced: Provided, 
however. That for fiscal year 1976, School 
Food Authorities which elected to serve 
both free and reduced price meals at the 
beginning of the school year may make 
public announcement of changes in eligi¬ 
bility criteria in the same manner as the 
original criteria were announced or in 
the form of a public release published in 
the informational media. 

6. In 5 245 6, paragraph (a), the words 
••standards” is deleted wherever It ap¬ 
pears and the word •‘criteria” Is inserted 
in lieu thereof, and paragraph 'b) is 
revised as follows: 

§ 245.6 Application for free and reduced 

price meal* and fret- milk. 

• • • • • 

(b) When the information furnished 
by a family in its application Indicates 
that the family meets the eligibility 
criteria for either free or reduced price 
meals or for free milk, the children from 
that family shall be provided the free or 
reduced price meals or free milk to which 
the Information Indicates they are 
entitled. Subsequently, school officials 
may, for cause, seek verification of the 
data In the application. A family who 
wishes to appeal a decision made by the 
School Food Authority with respect to an 
application for free or reduced price 
meals or for free milk for its children, or 
a School Food Authority which wishes 
to challenge the continued eligibility of 
any child for free or reduced price meals 
or for free milk, shall do so under the 
hearing procedure established under 
I 245.7. However, prior to Initiating the 
hearing procedure, the parent or School 
Food Authority may request a con¬ 
ference to provide an opportunity for 
the parent and school officials to discuss 
the situation, present information, and 
obtain an explanation of the data sub¬ 
mitted in the application or the decision 
rendered. The request for a conference 
shall not In any tvay prejudice or di¬ 
minish the right to a fair hearing. 
The children of a family determined 
eligible for free or reduced price meals 
or for free milk based on the Informa¬ 
tion on the application shall continue to 
receive the free or reduced price meals 
or free milk while any challenge Is 
pending. 

• ^ • • • i 

$245.9 | Amended] 

7. In 5 245.9, the word "standards” Is 
deleted wherever it appears and the word 
"criteria” is Inserted in lieu thereof. 

8. In f 245 10. paragraphs (c) and <d) 
are revised and a new paragraph (e) is 
added, as follows: 

| 245.10 Action by School Food Anther- 

hies. 

• • • • • 

(c) Each year, if a School Food Au¬ 
thority does not have Us policy state¬ 


ment approved by the State agency, or 
FNSRO where applicable, by October 15, 
reimbursement shall be suspended for 
any meals or milk served until such time 
as the School Food Authority’s free and 
reduced price policy statement has been 
approved by the State agency, or FNSRO 
where applicable. Furthermore, no 
commodities donated by the Department 
shall be used In any school after 
October 15. until such time as the School 
Food Authority’s free and reduced 
price policy statement has been approved 
by the State agency, or FNSRO 
where applicable. Once the School Food 
Authority's free and reduced price 
policy statement has been approved, re¬ 
imbursement may be allowed, at the 
discretion of the State agency, or 
FNSRO where applicable, for eligible 
meals and milk served during the period 
of suspension. 

<d) If any free and reduced price pol¬ 
icy statement submitted for approval by 
any School Food Authority to the State 
agency, or FNSRO where applicable, is 
determined to be not in compliance with 
the provisions of this part, the 
School Food Authority shall submit a 
policy statement that does meet the pro¬ 
visions within 30 days after notification 
by the State agency, or FNSRO where 
applicable. 

te) When revision of a School Food 
Authority’s approved free and reduced 
price policy statement Is necessitated be¬ 
cause of a change in the family-size in¬ 
come standards of the State agency, or 
FNSRO where Applicable, or because of 
other program changes, the School 
Food Authority shall have 60 days from 
the date the State agency announces the 
change In which to have its revised policy 
statement approved by the State agency, 
or FNSRO where applicable. In the event 
that a School Food Authority’s proposed 
revised free and reduced price policy 
statement has not been submitted to, 
and approved by, the State agency, or 
FNSRO where applicable, within 60 days 
following the public announcement by 
the State agency, reimbursement shall 
be suspended for any meals or milk 
served after the end of the 60 day period. 
No commodities donated by the Depart¬ 
ment shall be used In any school after 
the end of the 60 day period, until such 
time as the School Food Authority’s free 
and reduced price policy statement has 
been approved by the State agency, or 
FNSRO where applicable. Reimburse¬ 
ment may be allowed at the discretion of 
the State agency, or FNSRO where ap¬ 
plicable, for eligible meals and milk 
served during the period of suspension 
once the School Food Authority’s free 
and reduced price policy statement has 
been approved by the State agency, or 
FNSRO where applicable. Pending ap¬ 
proval of a revision of a policy state¬ 
ment. the existing statement shall re¬ 
main In effect 

9. In I 245.11, paragraphs (a). <c), <d). 
and (f) are revised and <a-l) is added, 
as follows: 


§245.11 Action by .Slate agencies and 
FNSRO*. 

(a) Each State agency, or FNSRO 
where applicable, shall, for schools un¬ 
der Us Jurisdiction: (1) Issue such in¬ 
structions as arc necessary to assure that 
School Food Authorities are fully in¬ 
formed of the provisions of this part and 
of the requirements for the filing and 
approval of free and reduced price policy 
statements, which instructions may re¬ 
quire School Food Authorities to estab¬ 
lish the maximum price of a reduced 
price lunch at a level not to exceed 20 
cents and the maximum price of a re¬ 
duced price breakfast at a level not to 
exceed 10 cents: (2) prescribe and 
publicly announce by July 1 of each fiscal 
year. In accordance with 1 245.3(a), 
family-size income standards which 
shall be applicable to all families, in¬ 
cluding welfare and other families re¬ 
ceiving public assistance. Any standards 
prescribed by FNSRO with respect to 
nonprofit private schools shall be de¬ 
veloped by FNSRO after consultation 
with the State agency. 

(a-1) When a revision of the family- 
size Income standards of the State 
agency, or FNSRO where applicable, is 
necessitated because of a change in the 
Secretary s income poverty guidelines or 
because of other program changes, the 
State agency shall publicly announce its 
revised family-size income standards no 
later thnn 30 days after the Secretary 
has announced such change. 

• • • * 

<c> Bach State agency, or FNSRO 
where applicable, shill instruct School 
Food Authorities under their jurisdic¬ 
tion that they may not alter or amend 
the eligibility criteria set forth in an 
approved policy statement without ad¬ 
vance approval of the State agency, or 
FNSRO where applicable. 

(d) Not later than 10 days after the 
State agency, or FNSRO where applica¬ 
ble. announces Its family-size income 
standards, it shz.ll notify School Food 
Authorities in writing of any amendment 
to their free and reduced price policy 
statements necessary to bring the fam¬ 
ily-sized Income criteria Into conform¬ 
ance with the State agency’s or FNSRO’s 
family-size Income standards. 

• • • • • 

(f) Each State agency, or FNSRO 
where applicable, shall, in the course of 
Its supervisory assistance, review and 
evaluate the performance of School Food 
Authorities and of schools in fulfilling 
the requirements of this part, and shall 
advise School Food Authorities of any 
deficiencies found and any corrective ac¬ 
tion required to be taken. 

Not*: The reporting and/or recordkeeping 
requirement* contained herein have been ap¬ 
proved by the Office or Management and 
Budget in accordance with the Pcdcral Re¬ 
ports Act oI 1042. 

Effective date: December 1.1975. 

Richard L. Pzltnzr, 
Assistant Secretary. 
[FR Doc.75-32771 Plied 12-8-75:8:45 am) 
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CHAPTER IX—AGRICULTURAL MARKET¬ 
ING SERVICE (MARKETING AGREE¬ 
MENTS AND ORDERS; FRUITS. VEGE¬ 
TABLES. NUTS), DEPARTMENT OF 

AGRICULTURE 

PART 959—ONIONS GROWN IN 
SOUTH TEXAS 

Expenses and Rate of Assessment 

This document authorises the South 
TexAs Onion Committee to spend not 
more than $87,783 for its operations dur¬ 
ing the fiscal period ending July 31,1978, 
and to collect one and one-half cents 
($0,015) per 50-pound container of 
onions, or equivalent quantity, handled 
by first handlers under the program. 

The committee is the administrative 
agency established under Marketing 
Agreement No. 143 and Order No. 959, 
both as amended, regulating the han¬ 
dling of onions grown in 8outh Texas. 
This program Is effective under the 
Agricultural Marketing Agreement Act 
of 1937, as amended (7 UJS.C. 601 etscq). 

Notice was published in the November 
17 Federal Register (40 FR 53261) re¬ 
garding the proposals. It afforded inter¬ 
ested persons an opportunity to submit 
written comments not later than No¬ 
vember 28, 1975. None was received. 

After consideration of all relevant 
matters, including the proposals in the 
notice, It is found that the following ex¬ 
penses and rate of assessment should be 
approved. 

It is further found that good cause 
exists for not postponing the effective 
date of this section until 30 days after 
publication in the Federal Register <5 
U.S.C. 553) because this part requires 
that tiie rate of assessment for a par¬ 
ticular period shall apply to all assess¬ 
able onions from the beginning of such 
period. 

The regulation follows: 

§939.216 I^pcnwn and rale of a*»t*«*- 
ruent. 

(a) The reasonable expenses that arc 
likely to be Incurred during the fiscal pe¬ 
riod ending July 31. 1976, by the South 
Texas Onion Committee for its mainte¬ 
nance and functioning, and for such pur¬ 
poses as the Secretary determines to be 
appropriate, will amount to $87,783. 

<b> The rate of assessment to be paid 
by each handler in accordance with the 
marketing agreement and this part shall 
be one and one-half cents ($0,015) per 
50-pound container of onions, or equi¬ 
valent quantity, handled by him as the 
first handler thereof during said fiscal 
period. 

(c) Unexpended Income In excess of 
expenses for the fiscal period ending 
July 31. 1976. may be carried over as a 
reserve. 

(d) Terms used In this section have 
the same meaning as when used in the 
said marketing agreement and this part. 


(Sees. 1-19. 48 SUt. 81. &£ amended: 7 UJ3.C, 
001-074). 

Dated: December 2. 1975. 

Charles R. Biaosk, 
Acting Director . Fruit and 
Vegetable Division AgricuU 
tural Marketing Service . 

|PR Dgc. 75 32920 Filed 12-5-75:8:46 am| 


CHAPTER XIV—COMMODITY CREDIT COR 
PORATION, DEPARTMENT OF AGRICUL¬ 
TURE 

PART 1464—TOBACCO 

1975'Crop—Fire-Cured, Dark Air-Cured and 
Virginia Sun-Cured, Loan Rate Schedules 

Correction 

In the correction documeut. appear¬ 
ing on page 55309. in the issue of Friday. 
November 28. 1975, in the paragraph 
numbered “2.** the word “second** should 
read “third**. 


Title 12— Banks and Banking 

CHAPTER III—FEDERAL DEPOSIT 
INSURANCE CORPORATION 

SUBCHAPTER B—REGULATIONS AND 
STATEMENTS OF GENERAL POLICY 

PART 327—ASSESSMENTS 

Classification of Deposits 

1. The Board of Directors of the Fed¬ 
eral Deposit Insurance Corporation 
(-FDKT) amended 55 329.1 and 329.7 of 
Part 329 of its regulations <12 CFR 329.1 
and 329.7) so as to permit. In pertinent 
part, public units, as defined in Section 
3(m) of the Federal Deposit Insurance 
Act (12 U-S.C. 1813<m>), to maintain 
savings deposits at insured nonmember 
commercial banks. These amended regu¬ 
lations were published In the Federal 
Register of December 5, 1974 <39 FR 
42339-40 (1974)). 

The Board of Directors of the FDIC 
has also recently amended 55 329.1 and 
329.7 of Part 329 of its regulations so as 
to permit corporations, partnerships, as¬ 
sociations, or other organizations oper¬ 
ated for profit to maintain savings de¬ 
posits of not more than $150,000 at in¬ 
sured nonmember commercial banks. 
The amended regulations were published 
In the Federal Register of October 7, 
1975 (40 FR 46301-02 (1975)). In per¬ 
tinent part in both amended regulations, 
the definition of the term “savings de¬ 
posits'* in | 329.1(e) for purposes of Port 
329 of the regulations was revised. 

Section 327.2(b) (4) of the FDIC*s rules 
and regulations (12 CFR 327.2(b)(4)) 
defines the term "savings deposits" for 
purposes of assessments in Part 327 of 
the regulations. This definition is sub¬ 
stantially similar to the definition of 
“savings deposits" In Section 329.1(e) 
prior to the two aforementioned amend¬ 
ments. Accordingly, the Board of Direc¬ 


57209 

tors Is hereby adopting a revision to 
5 327.2(b) (4) so as to conform to and In¬ 
corporate the substance of the amend¬ 
ments to 5 329.De) of the FDIC's regu¬ 
lations. 

2. Section 327.2 of 12 CFR Part 327 is 
amended by revising .subparagraph (b> 
<4) to read as follows: 

§ 327.2 Clarification of deposit*. 

• • • • • 

<b) The time and savings deposits for 
the purpose of such reports ar.d for the 
computation of assessments as provided 
In subsection <b> of section 7 of the Art 
<12 U.S.C. 1817) shall consist of: 


(4> Savings deposits us defined in 
5 329.1(e). 

(Secs. 7-9. 64 SUt 877-82, 7. 8. 74 8Ut. 

54G-51: 12 U8C. 1817-19) 

3. Since 5 329.1(e) of the FDIC’s rules 
and regulations already embodies the 
substance of this revision and since this 
revision is not restrictive In nature. th® 
requirements of 5 U.S.C. 553(b) and 
553(d) and 12 CFR 302.1. 302.2 and 302.5. 
with respect to notice, public participa¬ 
tion, and deferred effective date were not 
followed In connection with the promul¬ 
gation of this revision. 

4. Effective date. This revision is effec¬ 
tive immediately. 

By order of the Board of Directors. 
December 1.1975. 

Federal Dktosit Insur¬ 
ance Corporation, 

(seal 1 Alan R. Miller, 

Executive Secretary. 

I FR Doc.76-82949 Filed 12 4-75:8:46 am) 


Title 21—Food and Drugs 

CHAPTER I—FOOD AND DRUG ADMINIS¬ 
TRATION, DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

SUBCHAPTER B—FOOD AND FOOD PRODUCTS 
[Docket No. 75F-0328I 

PART 121—FOOD ADDITIVES 

Components of Paper and Paperboard in 
Contact With Aqueous and Fatty Foods 

The Commissioner of Food and Drugs 
is amending the food additive regulations 
in 5 121.2526 Components of paper and 
paperboard in contact with aqueous and 
fatty foods (21 CFR 121.2526) to provide 
for the use of a clarifier for water to be 
used in the manufacture of paper and 
paperboard, effective December 8, 1975. 

Notice was given In the Federal Reg¬ 
ister of September 6.1974 (39 FR 32342), 
that a petition (FAP 4B2996) had been 
filed by Betz Laboratories. Inc., Somerton 
Rd.. Trevoae, PA 19047, proposing that 
5 121.2526 be amended to provide for safe 
use of the sulfuric acid salt of the con¬ 
densation polymer from NJV-dimcthyl- 
1.3-propanediamine and l-chIoro-2.3- 
epoxypropone as a clarifier of water for 
the processing of paper and paperboard 


FEDCtAl REGISTER, VOl 40, NO. 236—MONDAY, DECEMBER 8, 1975 







57210 


RULES AND REGULATIONS 


Intended to contact food. The Commis¬ 
sioner. having evaluated the data in the 
petition and other relevant material, 
concludes that the food additive regula¬ 
tions should be amended to provide for 
safe use of the subject additive under 
the preferred description and nomen¬ 
clature as set forth below. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (sec. 409(c)(1), 
72 Stat 1786 (21 UJ3.C. 348(c)(1))) and 


Pol yam lne-eplch loro hydrin resin produced by 
the reaction of H..V-dlmethyM. 3-pro- 
ponedlamlnc with eplchlorohydrin end 
further reacted with sulfuric acid. Chemi¬ 
cal Abstracts Service Registry Humber 
127023-41-01. such that the finished resin 
has a maximum nitrogen content of 14.4 
percent (dry basis) and a minimum vis¬ 
cosity In 30 percent by weight aqueous 
solution (pH 4-6) of 50 centlpolses at 25* * 
C. as determined by Brookfield LVT model 
viscometer, using a No. 1 spindle at 12 
r.pjn. (or equivalent method). 


Any person who will be adversely af¬ 
fected by the foregoing order may at any 
time on or before January 7. 1976, flic 
with the Hearing Clerk. Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville. MD 20652, written ob¬ 
jections thereto. Objections shall show 
wherein the person filing will be ad¬ 
versely affected by the order, specify with 
particularity the provisions of the order 
deemed objectionable, and state the 
grounds for the objections. If a hearing is 
requested, the objections shall state the 
issues for the hearing, shall be supported 
by grounds factually and legally suffi¬ 
cient to justify the relief sought, and 
shnll Include a detailed description and 
analysis of the factual information In¬ 
tended to be presented in support of the 
objections in the event that a hearing is 
held. Six copies of all documents shall 
be filed and should be identified with the 
Hearing Clerk docket number found In 
brackets in the heading of this order. Re¬ 
ceived objections may be seen in the 
above office during working hours, Mon¬ 
day through Friday. 

Effective date . This order shall become 
effective December 8. 1975. 

(Sec. 409(c)(1). 72 8tat. 1786 (21 UjBC. 348 
(C)(1)).) 

Dated: December 1. 1975. 

Sam D. Fin*. 

Associate Commissioner 
for Compliance . 

(FR Doc.78-32917 Filed l2-5-75;8:45 am] 


CHAPTER II—DRUG ENFORCEMENT 

ADMINISTRATION. DEPARTMENT OF 
JUSTICE 

PART 131G—ADMINISTRATIVE FUNC¬ 
TIONS, PRACTICES AND PROCEDURES 

Submission of Hearing Requests 

Drug Enforcement Administration reg¬ 
ulations presently require that all re- 


under authority delegated to the Com¬ 
missioner <21 CFR 2.120), i 121.2526<a) 
(5) is amended by adding alphabetically 
a new item to the list of substances as 
follows: 

§ 121.2526 (iunipanrnU of paper and 
paperboard in contact with aqueous 
and fatty foods. 

• • • • • 

(a) • • • 

(5) • • • 


For use only os a clarifier In t he treatment of 
Influent water to be used in the manufac¬ 
ture of paper and paperboard, and used at 
at level not to exceed 20 parts per million 
of the influent water. 


quests for hearings to be conducted be¬ 
fore the Drug Enforcement Administra¬ 
tion and all notices of appearance in such 
hearings shall be addressed and filed as 
follows: 

f 1316.47 Request for bearing. • • • 


(Date) 

Administrator, Drug Enforcement Admini¬ 
stration. United 8tales Department of 
Justice, Washington, D.C. 20537, Attention: 
Hearing Clerk. Office of Chief Counsel. 

• • • • • 
f 1316.48 Notice of appearance. • • • 


<D*te) 

Administrator, Drug Enforcement Admini¬ 
stration. United States Department of 
Justice. Washington. D.C. 20537. Attention: 
Hearing Clerk, Office of Chief Cou n s e l. 

• • • • • 

TTie Individual who performs the activ¬ 
ities of receiving the above-referred 
documents is now designated as the DEA 
Federal Register Representative, and all 
such documents should be addressed to 
and filed with such person. 

Therefore, under the authority vested 
in the Attorney General by Sections 301 
and 501(b) of the Comprehensive Drug 
Abuse Prevention and Control Act of 
1970 (21 U.8.C. 821. 871(b), respectively), 
and delegated to the Administrator of the 
Drug Enforcement Administration by 28 
CFR fi 0.100, and further, having been 
duly designated as Acting Administrator 
by Order No. 607-75 of the Attorney Gen¬ 
eral. dated May 30. 1975. in accordance 
with the authority stated therein, and 
pursuant to the authority delegated to 
the Acting Administrator by 28 CFR 
10.132(d), the Acting Administrator 
hereby orders that 15 1316.47 and 1316.48 
of Title 21 of the Code of Federal Regu¬ 
lations be amended as follows: 


§ 1316.47 Request for bearing. 


(Date) 

Administrator. Drug Enforcement Adminis¬ 
tration. United States Department of 
Justice, Washington. DC 20537. Attention: 
DEA Federal Register Representative. 

• • • • • 

§ 1316.48 Notice of appearance. 


(Date) 

Administrator. Drug Enforcement Adminis¬ 
tration. United States Department of Jus¬ 
tice, Washington. DC. 20837, Attention: 
DEA Federal Register Representative. 


This order is effective upon the date of 
its issuance. 

Dated: November 26, 1975. 

Jerry N, Jenson, 
Deputy Administrator , 
Drug Enforcement Administration. 

|FR Doc.75'32950 Filed 12-5-76,8:45 am] 


Tide 24—Housing and Urban Development 

CHAPTER X—FEDERAL INSURANCE 
ADMINISTRATION 

SUBCHAPTER 0—NATIONAL FLOOD 

INSURANCE PROGRAM 

(Docket Ho. R-75-36SJ 

PART 1912—SALE OF INSURANCE AND 
ADJUSTMENT OF CLAIMS 

The purpose of this revision is to pro¬ 
vide a convenient list of servicing com¬ 
panies and to make certain other tech¬ 
nical amendments to this part. 

Because the revision is for the con¬ 
venience of the public and involves ad¬ 
ministrative procedures only, it is un¬ 
necessary to provide for notice and pub¬ 
lic procedure. However, good cause does 
exist for making these revisions effective 
on January 8. 1976 (30 days after pub¬ 
lication in the Federal Register). 

Accordingly, Subchapter B of Chapter 
X. Title 24 is amended as foUows; 

1. Section 1912.2 is revised to read as 
follows: 

§ 1912.2 National Flood laiuniace Asso¬ 
ciation. 

• a,*** 

<e) Communications concerning mem¬ 
bership and cooperation with the As¬ 
sociation, and Its operations, should be 
directed to the National Flood Insurers 
Association. 1755 South Jefferson Davis 
Highway. Suite 1102, Arlington, Virginia 
22202, 1703-920-2070). 

2. Section 1912.5 is added to read as 
follows: 

8 1912.5 Servicing Companies. 

The following servicing entitles have 
been designated to act as servicing com¬ 
panies for the Association in the areas 
indicated: 

SnvxciKG CoMfxjnxa 

ALABAMA 

The Hartford Insurance Oroup, The Hart¬ 
ford Building. 100 Edge wood Avenue. At¬ 
lanta. Georgia 30301, (404 ) 621-2059. (Alio 
services Georgia). 


Limitations 


List of substances 
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ALASKA 

Industrial Indemnity Company of Alaska, 
P.O. Box 507, Anchorage, Alaska 99610, 
(907) 279-9441. 

ARSONS 

Aetna Technical Services. Inc, 5225 North 
Central Avenue, Phoenix, Arizona 86012, 
(602) 264-2621. 

MIKANAAS 

The Travelers Indemnity Company, 700 
South University. PO. Box 51. Little Rock. 
Arkansas 72203, (601) 664-5085. 

CALIFORNIA (NORTHERN! 

PI re man's Fund American Insurance Co., 
P.O. Box 3)36. San Francisco. California 
94119, (416) 421-1676. 

CALIFORNIA (SOUTHRON) 

Fireman’s Fund American Insurance Co., 
P.O. Box 2323. Los Angeles, California 
00051. (213) 361-3141, 

COLORADO 

CNA Insurance, 1060 Lincoln Street—Suite 
1800. Denver. Colorado 80203. (303 ) 861- 
0661. (Also services New Mexico. Utah A 
Wyoming). 

CONNECTICUT 

Aetna Insurance Company. PO. Box 1779, 
Hartford. Connecticut 06101. (203) 523- 
4861. (Also services MassachuaetU/West- 
•m). 

DTLA WARS 

General Accident PAL Assurance Carp., Ltd., 
414 Walnut 8treet. Philadelphia. Pennsyl¬ 
vania 19106, (216) 238-5612. I Also services 
Pennsylvania). 

district or columkia 

Insurance Company of North America. 6225 
Wisconsin Avenue, Washington, D.C. 20016, 
(202) 244-2000. 

FLORIDA 

The Travelers Indemnity Company, 1516 East 
Colonial Drive, Orlando, Florida 32803, 
(305) 696-2001. 

0808(04 

The Hartford Insurance Group. The Hart¬ 
ford Building, 100 Edgcwood Avenue. At¬ 
lanta. Georgia 30301. (404 ) 621-2069. (Also 
services Alabama). 

HAWAII 

First Insurance Co. of Hawaii. Ltd-. P.O. Box 
2886, Honolulu. Hawaii 96803. (808) 648- 

5511. 

IDAHO 

Aid Insurance Company. Snake River Divi¬ 
sion, 1845 Federal Way. Boise. Idaho 83701. 

(208 ) 343-4931. 

ILLINOIS 

State Form Fire A Casualty Company. 2309 
East Oakland Avenue. Bloomington. Illi¬ 
nois 61700. (309) 667-7337. 

INDIANA 

American States Insurance Company. BOO 
North Meridian Street, Indianapolis, In¬ 
diana 46204, (317) 262-6696. 

towa 

Employers Mutual Casually Company. P.O. 
Box 884. Dos Moines, Iowa 60394. (616) 

280-2511. 

KANSAS 

Royal-Globe Insurance Companies. 1125 
Grand Avenue, Kansas City. Missouri 
64141, (816) 842-6116. (Also services Ne¬ 
braska A Missouri/Western). 


KENTUCKY 

CNA Insurance, 680 Walnut 8treet. Suite 
1000, Cincinnati, Ohio 45202. (618 ) 579- 
9000. (Also services Ohlo/Southem). 

LOUISIANA 

Aetna Technical Services, I no, P.O. Box 
61003, New Orleans. Louisiana 70160. (604) 
821-1611. 

MAINE 

Commercial Union Assurance Company, c/o 
Campbell. Payson A Noyes, 27 Pearl Street, 
Box 627 Pearl Street Station. Portland. 
Maine 04116. (207) 774-1431. 

MARYLAND 

U.8. Fidelity A Ouaronty Company. P.O. 
Box 1138, Baltimore. Maryland 21203. (301) 
547-3000. 

MASSAciiusrrrs ( eastern! 

Commercial Union Assurance Company. I 
Beacon Street. Boston. Massachusetts 
02108. (617 ) 725-6128. (Also services New 
Hampshire A Vermont). 

MASSACHUSETTS I WESTERN! 

Aetna Insurance Company. P.O. Box 1779. 
Hartford. Connecticut 06101. (203 ) 623- 
4661 Ext. 219. (Also services Connecticut). 

Min no AN 

Insurance Company of North American. Buhl 
Building—Room 300. Orlswold and Con¬ 
gress Streets, Detroit. Michigan 48226. 
(313) 963-4114. 

MINNESOTA (EASTERN! 

The St. Paul Fire A Marine Ins. Oo., 33 East 
Wentworth. St. Paul, Minnesota 65118. 
(612) 222-7751 ExL 253. 

MINNESOTA (WESTERN) 

The St. Paul Fire A Marine Ins. Co., 7900 
Xerxes Avenue. South. Minneapolis, Min¬ 
nesota 55431. (612) 835-2600. 

MISSISSIPPI 

The Travelers Indemnity Company. 5360 In¬ 
terstate 56 North. P.O. Box 2361, Jackson, 
Mississippi 39205 (601) 959-6600. 

MISSOURI (WESTERN) 

Royal-Globe Insurance Company. 1125 Grand 
Avenue. Kansas City. Missouri 64141. (816) 
842-6116. (Also services Kansas A Ne¬ 
braska). 

MISSOURI (EASTERN) 

MFA Insurance Company. 1817 West Broad¬ 
way. Columbia. Missouri 65201, (314 ) 445- 

6441. 

MONTANA 

The Home Insurance Company. 8 Third 
Street. North. P.O. Box 1031. Groat Falls. 
Montana 59401. (466) 761-8110. 

NEBRASKA 

Royal Olobe Insurance Company. 1125 Grand 
Avenue. Kansas City. Missouri 64141 (816) 
842-6116. (Also services Kansas A Missouri 
Western). 

NEVADA 

The Hartford Insurance Group. P.O. Box 500, 
Reno. Nevada 89504, (702) 329-1061. 

NEW UAMPSUIEK 

Commercial Union Assurance Company. I 
Beacon Street, Boston. Missachunctts 
02106. (617) 725-6128. (Also services Mas- 
sochuaetta (Eastern) A Vermont). 

NEW JERSEY 

Great American Insurance Company. 6 Da¬ 
kota Drive. Lake Success. New York 11040, 
(201) 224—4200 (Also services New York). 


NEW MEXICO 

CNA Insurance. 1660 Lincoln Street—Suite 
1800. Denver. Colorado 60203. (303 ) 861- 
0561. (Also services Colorado. Utah A 

Wyoming). 

NEW TOOK 

Great American Insurance Company. 6 Da¬ 
kota Drive. Lake Success. New York 11040. 
(516) 775-6900. (Also sendees New Jersey). 

NORTH CAROLINA 

Kemper Insurance. 1229 Greenwood Cliff. 
Charlotte. North Carolina 28204. (704 ) 372- 
7150. 

NORTH DAKOTA 

The BL Paul Fire A Marine Ino. Oo.. The 
Hamm Building—Room 254. 408 St. Peter 
Street, St. Paul. Minnesota 55102. (612) 
227-9561. (Also services South Dakota). 

ORIO (NORTHERN ) 

Commercial Union Insurance Company. 1300 
East 9th 8treot. Cleveland. Ohio 44114. 
(216) 522-1060. 

OHIO tSOUTHERN I . 

CNA Insurance, 560 Walnut Street, Cincin¬ 
nati. Ohio 45202. (513) 579*9000. (Also 
services Kentucky). 

OKLAHOMA 

Republic Vanguard Insurance Co, P.O. Box 
3000, Dallas, Texas 75221. (214 ) 528^0301. 

OREGON 

State Farm Fire A Casualty Company. 4600 
25th Avenue. NJC., Salem, Oregon 97303. 
(603) 393 0101. 

PENNSYLVANIA 

General Accident FAL Assurance Carp., Ltd, 
414 Walnut Street. Philadelphia. Pennsyl- 
sylvania 19106 (215) 238-5612. (Also serv¬ 
ices Delaware). 

PU E R TO MXCO 

Commonwealth Insurance Co, PO, Box S- 
4491, San Juan. Puerto Rico 00905. (609) 
725-5430. 

RHODE ISLAND 

American Universal Insurance Company. 144 
Wayland Avenue. Providence. Rhode Island 
02904. (401) 251-4800. 

SOUTH CAROLINA 

Maryland Casualty Company. PO. Box 11615. 
Charlotte, North Carolina 28200, (704 ) 625- 
8330. 

SOUTH DAKOTA 

The St. Paul Fire A Marine Ins Oo.. The 
Hamm Building—Room 254. 408 St, Peter 
Street, St. Paul. Minnesota 55102. (612) 
227-9561. (Also cervices North Dakota). 

TT If N FREER 

CNA Insurance, 110—21«t Avenue. South. 
Nashville, Tennessee 37203. (616) 327-0061. 

TEXAS 

The Home Insurance Company. 21 CO Travis 
Street. Houston. Texas 77002. (713) 225- 
0931. 

UTAH 

CNA Insurance. I860 Lincoln Street—Suite 
1800. Denver. Colorado 80203. (303) 86!- 
0561. (Also services New Mexico. Colorado 
A Wyoming). 

VERMONT 

Commercial Union Insurance Company. I 
Beacon Street. Boston, Mosnachuretts 
02106. (617) 725-6128. (Also sendees Maa- 
eachUDCtts (Eastern A ♦lew Hampshire)). 
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Virginia 

Insurance Company of North America, 5225 
Wisconsin Avenue. N.W., Washington. D.C. 
20015. (2021 244-2000. 

VIRGIN 15LA NOS 

Commonwealth Insurance Co., P.O Box 5- 
4171. San Juan. Puerto Rico 00905. (809) 
725-5430. 

Washington 

Fireman's Fund American Insurance Co.. 1000 
Plaza—Building 600. 6th and 8tcwnrt. Seat¬ 
tle. Washington 98101, (206 ) 587-3200. 

WLST VIRGINIA 

Ufl. Fidelity A Guaranty Company, 3324 Mu- 
Corklc Avenue. 8.E.. Charleston. West Vir¬ 
ginia 25304,(304) 344-1692. 

WISCONSIN 

Aetna Insurance Company. 6735 East River 
Road. Chicago, Illinois 60631. (312) 693- 
2500. 

WTOlflMG 

CNA Insurance. 1660 Lincoln Street—8uite 
1800, Denver. Colorado 80203. (303) 861- 
0561. (Alao services New Mexico. Colorado 
and Utah.) 

3. Jf 1912.22 Is revised to read as fol¬ 
lows: 

6 1912.22 Judicial Review. 

Upon the disallowance by the Associa¬ 
tion or its agent of any claim on grounds 
other than failure to hie a proof of loss, 
or upon the refusal of the claimant to 
accept the amount allowed upon any 
such claim, after appraisal pursuant to 
policy provisions, the claimant within 
one year after the date of mailing of the 
notice of disallowance or partial disal¬ 
lowance of the claim may, pursuant to 
42 U.S.C. 4053, institute an action on 
such claim against the Association, only 
in the U.S. District Court for the dis¬ 
trict in which the insured property or 
the major portion thereof shall have 
been situated without regard to the 
amount in controversy. 

(National Flood Insurance Act of 1068 (Title 
XIII of Housing and Urban Development Act 
of 1968), effective January 28. 1969 (S3 PR 
17804. November 28. 1968). os amended (42 
U8-C 4001-4128). and Secretary's delega¬ 

tion of authority to Federal Insurance Ad¬ 
ministrator 34 FR 2680, February 27. 1969; 
as amended by 39 FR 2787; January 24, 1974.) 

Effective date: These amendments 
shall be effective as of Jan. 8.1976. 

J. Robert Hunter, 

Acting Federal Insurance 

Administrator . 

|FR Doc.75-32926 Filed 12-5-75;8:45 am) 

Title 39—Postal Service 
CHAPTER I—U.S. POSTAL SERVICE 

INCREASE IN FEES FOR INTERNATIONAL 
SPECIAL MAIL SERVICES 

Miscellaneous Amendments 

On page 43232 of the Federal Register 
of September 19, 1975, there was pub¬ 
lished a notice of intention to amend 
several sections in Subchapter B of Title 
39. CFR, to Increase the fees for the fol¬ 
lowing special services on international 


mail: registration, insurance, restricted 
delivery, special delivery, special han¬ 
dling. and certificates of mailing. Inter¬ 
ested persons were invited to submit writ¬ 
ten comments relative to the proposed 
changes at any time on or before Octo¬ 
ber 18, 1975. 

No written comments relative to the 
proposed changes were received. 

Accordingly, the Postal Service has de¬ 
termined to adopt the amendments as 
published. 

In view of the above, the following 
amendments, to be effectiv e Jan uary 3. 
1976, are made to title 39, CFR. 

(39 use 401. 403. 404(2). 407, 410(a) ) 

Roger P. Craig. 

Deputy General Counsel. 

PART 42—REGISTRATION 

1. Section 42.3 is revised to read as 


follows: 

§ 42.3 Fee*. 

(a) Canada: 

Limit of indemnity: Fee 

$0.01 to $100.00.$1.90 

$100.01 to $200.00- 2. 10 

(b) Allother countries: 

Limit of indemnity Fee 


$15.76--- 1. 90 

See S 72.2 for Indemnity provisions. 

§42.6 (Amended) 

2. In paragraph (a) (3) of I 42.6 strike 
out **50 cents*' and Insert **60 cents ' in 
lieu thereof. 


PART 43—INSURANCE 

3. New $ 43.3 is added to read as 
follows: 

§ 43.3 Fee*. 

(a) Canada: 


Limit of Indemnity: Fee 

Not over #15.00 -...—....... $0.35 

$15 01 to $50.00_ . 0.80 

#15.01 to #60 00 . .55 

$50 01 to $100.00 - .75 

$100.01 to $160.00 . .95 

$150.01 to $200.00 _ 1.15 

<bJ All other countries: 

Limit of indemnity: Fee 

Not over $15.00 -—--- $0.60 

$50.01 to #100 00 - 1.00 

$100 01 to $150.00- 1.30 

$150.01 to #200 00- 1 40 

$200.01 to #300.00 - 1.60 

Limit of Indemnity: Fee 

$300.01 to #400 00 _ 1.80 

#400 01 to $500.00 - 2.00 

$500.01 to $600.00 - 3.20 

#600.01 to $700.00 _ 2.40 

$700.01 to $600 00 - 2.60 

$800.01 to $900.00 - 2.80 

#900.01 to $1,000.00- 8.00 

$1.000 01 to # 1.100 00 . 3.20 

$1,100.01 to $1200.00 . 3.40 


PART 44—SPECIAL DELIVERY 
(EXPRES) 

4. Section 44.3(a) Is revised to read as 
follows: 

§ 44.3 Payment. 

(a) Fees: 


Wolgbl 

(las of mail 

Sol 

More than 

klor* 


more 

2 (ha but 

than 


thou 

not mor* 

10 Iba 


2 Iba 

than 10IU 


Letter*, letter package*, 
.post cards, and airmail 
other articles.... 

91.30 

$1.4ft 

91.70 

Surface other article*..... 

LTD 

LSO 

2.10 


PART 45—SPECIAL HANDLING 


5. Section 45.2 is revised to read as 
follows: 


§ 45.2 Fee*. 

Weight: Fee 

Not mere than 3 lbs___$0.50 

More than 3 lbs. but not more 

than 10 Iba_-_— . 70 

More than 10 lbs_ 1.00 


Special handling fees are in addition to 
the regular postage rate to the country 
concerned. 


PART 47—CERTIFICATES OF MAILING 

6. Section 47.2 is revised to read as 
follows: 

§ 47.2 Fee*. 

(a) Individually listed pieces: 

Original certificate for ordinary poatal 
union or parcel poot—10 centa for each piece 
described. 

Each additional copy of original certificate 
of mailing or copy of original mailing receipt 
for registered or Insured mall—10 cent* for 
each piece described. 

<b‘ Identical pieces: 

Identical pieces of poatal union mall paid 
with ordinary stamp*, precanceled stamps, or 
meter stamp*: 

Up to 1.000 pieces (1 certificate 

for total number)__$0.60 

For each additional 1,000 pieces 

or fraction_ , io 

Duplicate copy_„ . 10 

|FR Doc.75-32947 Filed 13-4-75:8:45 am| 


PART 111—GENERAL INFORMATION ON 
POSTAL SERVICE 

Increase In Fees for Domestic Special 
Services, Domestic and International 
Money Orders, and Other Nonpostal 
Services 

On September 19. 1975, the Postal 
Service published in the Federal Regis¬ 
ter (40 FR 43233) a notice of proposed 
rulemaking on this subject, setting forth 
an increase in the fees for domestic spe¬ 
cial services, domestic and international 
money orders, and for other special or 
nonpostal services. Interested persons 
were invited to submit written views and 
arguments on the proposed fee increases 
at any time on or before October 18.1975. 
More than 300 comments were received 
from various persons and organizations 
These comments were carefully consid- 
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ercd by the Postal 8errice In formulat¬ 
ing the action herein. 1 

Many commontere objected to the size 
of the increase in foe for the address 
correction service. The Postal Service 
has, however, held the size of the fee in¬ 
crease (10 cents to 25 cents) to a mini¬ 
mum/considering the cost of rendering 
the service. Our cost estimate of 25 cents 
per piece is very conservative. The fee 
has been held to this Amount because of 
our desires to lighten the Impact on post¬ 
al customers and to preserve significant 
incentives for mailers to update address 
lists. This fee increase responds to the 
sharp increases in Postal Service costs. 
The uniform ten-cent fee for address 
correction service was set In 1968 (in 1962 
for second-class mailings). 6ince 1968, 
postal costs and, consequently, postal 
rates have Increased substantially. On 
the basis of the facts and information 
available to us, including the comments 
submitted in response to our notice, we 
find the increased fee to be reasonable 
and. indeed, very conservative. We are 
attaching as an Appendix hereto a more 
complete discussion of all the planned 
fee increases, with historical and other 
background Information and certain cost 
figures. 

Some commenters suggested that the 
fee for correcting mailing lists and the 
address correction fee should be lower 
for nonprofit organizations. The sugges¬ 
tion Implies subsidization by other users 
and is, therefore, not acceptable. 

A number of commenters objected to 
the fee increases In general and. speci¬ 
fically. to the increases in registry, c.o.d., 
special delivery, certified serv ices, in the 
fee for opening mall at dead-letter offices, 
and in the fee for correcting mailing 
lists. The Postal Service position is that 
these fees must be Increased to cover the 
casts of service and to avoid cross-sub¬ 
sidization by other services. 

One commenter—whose detailed com¬ 
ments cover points raised in a great many 
less comprehensive comments—proposed 
that the Postal Service delay implemen¬ 
tation of the new proposed fee for address 
correction, listing the need for additional 
time for the Postal Service to: 

1. Justify cost rationalization: 

2. Conduct operational studies; 

3. Conduct educational advertising 
campaigns; 

4. Evaluate the public service nature; 

and 

5. Assess negative Impact on UJS. 
Postal Service. 

The Postal Service evaluated each of 
the points raised prior to publication of 
the September 19.1975, Federal Register 


1 Several commenter* mistakenly objected 
to the Increase for third-class bulk-mail 
rates. However, Increase In bulk-third-class 
rates were not proposed In the notice. In¬ 
creases in these rates are proposed In our 
rate filing with the Postal Rate Commission 
< Docket R70-1). 
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would take an extended period of time, 
during which the losses of the Postal 
Notice. Further study of these points 
Service would continue to mount. The 
new fee schedule is based on the costs of 
the service. The amount of postal em¬ 
ployee time required to process a change- 
of-address notice at the current labor 
rate clearly Justifies the proposed fee. 

Operational studies have been and are 
being Conducted. For example, the cen¬ 
tral mall mark-up system has been de¬ 
veloped to Improve our service and re¬ 
duce our costs. Without central mark-up, 
our fees would have had to be even 
higher than the proposed fee. All savings 
that accrue through Improved operations 
are reflected in the fee schedule. 

Furthermore, the Postal Service wifi 
continue to conduct public awareness 
advertising, as it has in the past. This 
has been done through advertising, 
periodic press releases, and the distrib¬ 
ution of 200 million cliange-of-address 
forms annually and 11 million change- 
of-address kits this year. But neither 
greater public-educational efforts to 
stress the importance of currently cor¬ 
rect addresses, nor the public service na¬ 
ture of postal business, nor the negative 
impact of Increasing this fee and possi¬ 
bly thereby inhibiting mailers from uti¬ 
lizing the sendee to keep their mailing 
lists updated, nor the possible future 
effects of further operational studies, can 
Justify protracted postponement of fees 
that will yield sufficient revenues to 
cover the costs that are involved. 

One respondent suggested that a free- 
forwarding period of 90 days or at least 
60 days be included In the 25f address 
correction service for non-local second- 
class mail. The cost of this proposal 
would be prohibitive for the Postal Serv¬ 
ice. particularly If the frequency of pub¬ 
lication is weekly or daily. 

8cvcral respondents objected to the 
number of duplicate Forms #579 they 
receive. The Postal Service makes every 
effort to avoid these duplications. The 
major cause for these duplications is the 
excessive length of time during which 
publications continue to be mailed with 
the old address. If mailers would mini¬ 
mize the number of bad addresses In 
their lists, and the time taken to correct 
lists, their charges for address correction 
service would also be minimized. 

Another comment suggests providing 
an option so bulk mailers could address 
mail to a named person or resident. The 
Postal Service has this matter under 
advisement, and decLMon may be ex¬ 
pected soon with regard to all tabloids, 
catalogs, and similar advertising ma¬ 
terial in third and fourth class. 

In response to a number of comments, 
the Postal 8ervlce is considering whether 
address correction service should bo 
made optional for second-class mailers. 
A flat charge for filing a change of ad¬ 
dress order, similar to the charge in¬ 
stituted in France, was also suggested. 
This alternative was studied two years 
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ago and rejected because it would favor 
those who receive mall, particularly 
solicitations, far in excess of the average, 
and discriminate against those who gen- 
earally receive little mail. 

One commenter proposed that we make 
the insurance feature of registry service 
optional. The ramifications of this pro¬ 
posal were not discussed. The Postal 
Service has been considering whether 
some restructuring of this service would 
be in the public interest, but has not yet 
reached a conclusion. 

Some commentore indicated that the 
fee increases generally should come un¬ 
der the Jurisdiction of the Postal Rate 
Commission. The Postal Service does not 
agree that these special service fees fall 
under the Jurisdiction of the Postal Rate 
Commission; in our opinion they may 
be established by the Postal Service. 

8everal commenters suggested that 
the Increases should be delayed until a 
later date citing various hardships and 
needs for advance financial planning. 
The Postal Service has responded to 
these comments and plans to delay im¬ 
plementation of these fee increases. Ac¬ 
cordingly, all announced fee changes 
will become effective January 3. 1976. 

Having given due consideration to all 
comments received, the Postal Service 
has determined to adopt the proposed 
increases In fees as published, with the 
effective date described above. Accord¬ 
ingly, the Postal Service hereby adopts 
the following amendments to the Postal 
Service Manual. 

(39 US.C. 401, 404) 

Louis A. Cox. 

General Counsel. 

Part 122—Addresses 

1. In 5 122.514a the second sentence is 
revised to read as follows: “For lists of 
more than 10 names or addresses, the 
charge Is 10 cents per name or street ad¬ 
dress. including Individual apartments." 

Part 134 —Third Class 

2. In 134.421 strike out "$15" and in¬ 
sert "$20" in lieu thereof. 

Part 145— Permit Imprints 

3. In 145.11 strike out "$15" and in¬ 
sert "S20" in lieu thereof. 

Part 159— Undeliverable Mail 

4. (a) In 159.211, 159.212b, 159212d. 
159.221b, 159.222 and 159.223 strike out 
“10 f' and insert “254" in lieu thereof. 

(b) In 159.23 strike out "ten-cent" and 
Insert "twenty-five cent" in lieu thereof. 

(c) In 159.243 A-d, 159.255. and 159.- 
73b strike out "10 cents" and Insert "25 
cents" In lieu thereof. 

(d) In 159243 a-c and 159251 strike 
out "2 ounces" and insert "4 ounces” In 
lieu thereof. 

Part 161—Registered Mail 

5. Section 16121 is revised to rood as 
follows: 
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Part 166 —Special Delivery 


Vain* 


F«aa On addition *e p»Uc») 


For Articles not covered by commercial For article* aim covered by commercial 
or alb«r Insurance or other tnattfoare 


$0.00 to $100 _ 

ItOOuOt u> $200. 

4-MUjI to $4uo. 

$400.01 to $000. 

kkb.oi to $000.. 

ftOO.OI to $1,000. 

$1,000.01 to &000.... 
$2,000.01 to $3,000.... 
$3,000.01 to M.000.... 
$4,000.01 to VtJUQH. ... 

•r.,owi.oi to$0,000..., 

$6,000.01 to $7,000..., 
•7.000.01 tott.OOO... 
$8,000.0! to $9,000.... 
•9.000.01 to $10.000... 

$10,000 U» ll.OUO.OOO., 


$ 1.00 

2.10 

2.40 

2.70 
8,00 
A 30 
8.00 
IDO 
4.20 
4. AO 
4.80 
A, 10 
A 40 

6.70 
0.00 


$1.90 

2.10 

2.40 

5.70 

8 -DU 

».*> 


$4,00 plui handling chary* of 2k per 
$1,000 or fractioo over dm $10,000. 


12. Section 166.21 is revised to read as 
follows: 

.2 1 Special tli lirm fee*. 


$3 30 phis handling char** of 25 cent* 
per $1,000 or fraction over Ant $1,000. 




Wricht 


Cl AM of oiaII 

Not 

more 

than 

2 1Da 

More than 2 
IV* but not 
more than 

101bA 

More 

Umii 

W lb* 

Firet-cUa*. Airmail. And 

priority mall .. 

AD olio* cJ*am» .... 

11 30 

11.45 

11 70 

L70 

ISO 

2.10 


Pa*t 107—Special Hanounc 

revised to road 


13. Section 167.3 la 
follows: 

§ 167.2 Fee*. 


flj000.000.0t to 116,000,000. - 

.$251 JO phw handling dump of 30$ p*r I25J.05 phi» handling chart* of Me per 

fljOOdor Crnctkmover fixat tl.000jOOO. ll.OUOor fracUou over flr* $1,000,000. 

Weight: 

Not more than 2 lbs_ 

Fee 

_$0. 50 

More than 2 lb*, but not 

more 

Over |15 jooo,ooo. 

Additional charge* may b* mad* bawd on conrfdreatiooi of wHght, rpa re, and 

than 10 Iba-—- 

More than 10 lba_ 

..... .70 

_ 1.00 


vakuL 

The special handling fee is In 

addition to 


ADDITIONAL SERVICES 


Extra 

ft* 

(ernts) 


regular third- or fourth-cLaaa postage and 
may be prepaid by ordinary postage at Amps 
or by meter stamps. 

Part 168— Certified Mail 


COD collection charge (maximum amount ooUectibl© la 6300).....-...—...... 85 

Restricted delivery-------— 80 

Return receipts: 

Requested at time of mailing* 

Showing to whom and when delivered-.............-....—.. 26 

Showing to whom. when, and address where delivered-.................. 45 

Requested after mailing: 

Showing to whom and when delivered----- 45 


6. Section 162.21 is revised to read as 
follows: 

Part 162— Lnsured Mail 
.21 Fm (In addition to postage). 


Liability: Fee 

•0.01 to $15.00_ $0.35 

$15.01 to $60.00. 55 

•50.01 to $100 00- .75 

$100.01 to $150.00- .95 

$150.01 to $200.00- 1.18 

Liability for insured mall Is limited to 
$ 200 . 


Part 163—COD Mail 

7. Section 163.21 is revised to read as 
follows: 

.21 In uddition to postage. 

Amount to be collected or Insurance cover¬ 
age dealred: 

COD Fees 

$0.01 to $10.00-$0 85 

$10.01 to $26.00.—*- 105 

$25.01 to $50 00-- 1 25 

$50 01 to $100.00_ 1.45 

$100.01 to $200.00- 1.65 

$200 01 to $300.00_ 1.86 

Restricted delivery- . 00 

Notice of nondelivery-—-_-- .25 

Alteration of COD charges or designa¬ 
tion of new addressee_—- .60 

Part 166— Certificates or Mailjno, Return 
Rccnrra, and Restricted Delivery 

8. Section 165.12 is revised to road as 
follows: 


.12 Fee*- 

.121 Individual picctt 

Original certificate of mailing for individ¬ 
ually listed pieces of all classes of ordinary 
mail—10< for each piece of mail described. 

Each additional copy of original certificate 
of mailing or original mailing receipt for 
registered, Insured, certified, and COD mall— 
10c for each piece of mail described. 

.122 Bulk Pieces 

Identical pieces of first- and third-class 
mall paid with ordinary stamp*, precanccled 
stamps, or meter stamps are subject to the 
following fees: 


Dp to 1,000 pieces (1 certificate for 

total number)_-__$0. 60 

For each additional 1.000 pieces, or 

fraction __1____ . 10 

Duplicate copy- . 10 


9. Section 165.22 is revised to read as 
follows: 

.22 Fee* (in addition lo postage and 
other fees). 


Requested at time of mailing: 

Showing to whom (signature) and 

date delivered___$0.25 

Showing to whom (signature) and 
date and address where deliv¬ 
ered _ .45 

Requested after mailing: Showing to 
whom and dAte delivered_ .45 


10. In 165.242c strike out "25*" and 
Insert "45*" in lieu thereof. 

11. In 165.32 strike out *$0.50" and in¬ 
sert “$0.60" in lieu thereof. 


14. Section 168.3 is revised to read as 
follows: 

168.3 Fees. 

Cun 


.31 Fee In addition to postage- 50 

.32 Restricted Delivery..—— .- 60 

S3 Return Receipts: 

Requested at time of mailing: 

Showing to whom and date 

delivered--- 38 

Showing to whom, date, and 

address where delivered__ . 46 

Requested after malting: Showing 

to whom and date delivered- 45 


Part 171— Money Orders 

15. 8ection 17L122b is revised to read 
as follows: 

• 122 Money order fee*. 

a. • • • 

b. Fees for domestic money orders Is¬ 
sued at other post offices including those 
with branches or stations on military in¬ 
stallations are as follows: 

Amount of lor. 

Amount of money order: Domestic 

$0 01 to $10.00-$0.45 


$10 01 to $80.00....—- „ 60 

$50.01 to $300.00—. 80 


16. In 171.211, under the heading la¬ 
beled “Fee", (a) Strike out “$0.45" and 
insert “$0.65*’ in lieu thereof; tb> Strike 
out “.65" and Insert “.90" in lieu thereof 
and <c) Strike out *\75“ and insert “1.15" 
in lieu thereof. 

A Post Office Services <Domestici 
transmittal letter making this change In 
the pages of the Postal Service Manual 
is In the process of being published and 
will be transmitted to subscribers auto¬ 
matically as soon as possible. Notice of 
the Issuance of this transmittal letter 
will be published In the usual manner in 
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the Federal Register through an appro¬ 
priate amendment to 39 CFR 1113. 


aaoviRY 

The most recent fee lacrcav* for this 
service occurred la May 1971. The present 
Increases will average approximately 73% 
over current fees. This increase Is necessary 
b e cau se current fees preduce revenues that 
cover only 67% of attributable costa. On an 
PT 1976 basts attributable coats are esti¬ 
mated at 9123 million, and revenues at 9223.7 
million (at planned roes), 

csmrne 

The most recent fee Increase for this serv¬ 
ice occurred In March 1966. The present fee 
increases will average approximately 67% 
over current fees. Given the fairly steep fee 
increase, the Increased fe* D i reasonably 
close equivalent, for the time being, of the 
costa of the service. On an FT 1976 basis, 
attributable cotta are estimated at 942 9 mil¬ 
lion and revenues at 942J million (at 
planned fees). 

INSVXANCX 

The most receut fee increase for this serv¬ 
ice occurred in March 1966. The present fee 
increases will average approximately 83% 
over current fees. On aa FT 1976 basis, reve¬ 
nues are estimated to be 947.3 million, and 
attributable costs are 945 8 million (at 
planned fees). 

COUJBCT ON DXUniT 

Fees (or this service were last increased 
la July 1909. The present fee increases av¬ 
erage Approximately 34%. At present foe 
levels, revenues are only 94% of the attribut¬ 
able costs of the service. Given the fact that 
Increases for this service are not as great 
as those for others. It Is appropriate that this 
service make a contribution to the over¬ 
head costs of the Postal Service at this time. 
On an FT 1976 basis, re venues are estimated 
at 916.7 million, and attributable coats arc 
$12.5 million (at planned fees). 

SPECIAL. DBIAVTSY 

Pees for this service were Increased most 
recently In May 1971. The present fee In¬ 
crease^ average 100%. At current fees the 
revenues from this service would be 943.3 
mUllon, approximately 60% of attributable 
costs. At the Increased fees, revenues are 
estimated at 986.3 million, and costs at $86.0 
million, on an FT 1976 basis. 

MONET O A OCXS 

The most recent Increase In feea for do¬ 
mestic money orders was in March 1966. At 
present feee, revenues are only 60% of the 
costs attributable to the service. At the in¬ 
creased fees, revenue* art estimated at $78 6 
million, on an FY 1976 basis, and attributa¬ 
ble costs are >78 5 million. 

OTiisa nscs 

Largely because the following service* are 
purchased relatively infrequently, costs and 
feea must be determined in part on consid- 
rratkm of the operational elements Involved 
in rendering the service and the time re¬ 
quired to perform those operations. Routine 
cost collection data systems generally report 
data for higher volume services. To Illustrate 
the relationship between the Increased fee 
and the oost Incurred In performing the serv¬ 
ice. we bore briefly summartxe the major op¬ 
eration* required In performing each service, 
and indicate the time taken to perform those 
operations, at current labor rates, for which 
the increased fee* will compensate. 

Certificate* of mailing: To provide this 
service Postal decks verify the name and 
address of the mailer and addressee and that 


the fee has been paid for Individual certifi¬ 
cates of mailing. For cert l A cate* for bulk 
mailings, the name and address of the mailer, 
the fee. and the total number of pieces in 
the mailing are verified. Certificates of mail¬ 
ing are hand stamped. Appropriate steps are 
taken to provide duplicate copies. If re¬ 
quested. via carbon or reproduction. In most 
cases, the certificate of mailing forms are 
provided by the Postal (Service. The fees for 
this service will compensate the Postal Serv¬ 
ice for seven-tenths of a minute of labor. 
The minimum fee for certificates of mailing 
Issued for bulk mailings will recover the 
costs of approximately three and one-half 
minutes of labor. Feee were last increased in 
July. 1967. 

Return receipts: To provide this service 
mailers will normally complete the mailer's 
entries on the forms, but In some cases the 
postal clerk must complete the form. On 
acceptance the form must be verified and 
payment must be noted. 

Delivery employees obtain the signature 
of the addressee or bis agent and the date 
of delivery on the form. The address of de¬ 
livery Is filled In If requested. The delivery 
employee examines the card for complete¬ 
ness and makes any corrections necessary. 
The return receipt* are glveii to the clearing 
clerk dally when the carrier returns to the 
post office. The clearing clerk checks to make 
sure the return receipts are properly signed 
and dated and then postmarks them. The 
form Is then returned to the sender. The 
feee will recover the cost of approximately 
1 8 minutes of labor (3.2 minutes If the ad¬ 
dress where delivered also is requested). The 
fees were last increased In July. 1969. 

Restricted delivery: To provide this serv¬ 
ice the postal clerk at the office of mailing 
must verify the endorsement requesting this 
service and payment of the fee At the office 
of delivery the carrier must verify the iden¬ 
tification of the addressee and deliver the 
article only to the addressee or to an agent 
that the addressee has authorized in writing 
to receive his mall. This restriction fre¬ 
quently requires additional attempts at de¬ 
livery. The fee will recover the ooet of ap¬ 
proximately 4.3 minutes of labor. Feee were 
last increased in July 1957. 

Correction of mailing lists: To provide this 
service the postal clerk, after recording the 
name and address of the list owner, as well 
aa other identification Information about the 
malting list Itself, must separate and dis¬ 
tribute the addresses by carrier routes and 
box section, where the following operations 
are performed: 

a For name—and — address lists. Correct 
entries are marked. Names to whom mail 
cannot be delivered or forwarded are cro«*ed 
off; Incorrect house, rural route or box num¬ 
ber* are corrected; wrong Initials are cor¬ 
rected; the name of the head of the family. 
If known. Is indicated where more than one 
name is shown for an address. A new address 
is furnished for persons who have moved 
permanently and have filed a change of 
address order at the post office. 

b. For occupant lists. Correct addresses are 
marked; Incorrect and nonexistent addressew 
are croesr>ed off; bust nee* addresses are sepa¬ 
rately identified: rural route addresses are 
aeparatedly Identified; and the number of 
units in apartment bouse addressee Is Indi¬ 
cated. 

The increased fees will recover the cost of 
seven-tenths of a minute of labor time per 
address. Fee* were last Increased In July 1957. 

Dead letter return fee: First-class letters 
which are unddiverable and which cannot be 
returned to the sender are held at the lost 
oflice of address for a prescribed retention pe¬ 
riod and then sect to a dead letter branch. 
The dead letter return fee compensates for 
the cost of examining the contents of the 
piece In search of an addrots to which the 


man may be forwarded or returned and. for 
preparing an envelope with that address for 
»ub*equent delivery. The envelope 1* ad¬ 
dressed and marked for collection of the 
dead letter return fee and dispatched. At the 
destination, the letter la delivered In accord¬ 
ance with postage due procedure*. The In¬ 
creased fee will recover the cost of less than 
two minute* of labor. Fees were last increased 
In July 1958. 

Special handling: This service involves 
such Additional operations as are necessary 
for packages which must be given extra at¬ 
tention or care In handling, transportation, 
and dispatch. The increased feee for light¬ 
weight pieces will recover the oost of approxi¬ 
mately 3.6 minutes of labor, and for the heav¬ 
iest pieces, approximately seven minutes of 
labor. Fees were last Increased In July 1957. 

Address correction service: To provide this 
requested service, the postal clerks must fill 
out a form with: old address, new address 
and key or code number* that Identify the 
addressee In the file* of the mailer. The form 
is then mailed and dollvered to the requestor. 
Alternative procedures may Involve tran¬ 
scribing the correct address on mall piece* 
under a certain weight range, when these 
pieces are not entitled to forwarding. The en¬ 
tire piece Is then returned to the sender. If 
the unfcrwordable piece exceed* the weight 
limit, the Improper address U cut out and 
sent along with a postal form containing the 
correct address. The lucreased fee will recover 
the costs of less than two minute* of labor 
time. Feea were last Increased in January 
1968 (in January 1962 for correcting ad- 
drc*scs on second-class mall). 

Permit Imprint feea: This fee Is a one-time 
charge for a permit to deposit matter In the 
mall without affixing stamp* or meter im¬ 
pression*. The permit la valid for an Indefi¬ 
nite period so long aa the holder make* peri¬ 
odic use of the permit. Administration of the 
permit Imprint system involves the creation 
of a number of records when the permit la 
first issued for the maintenance of proper 
accounting and auditing procedure*. 

All permit Imprint records are periodically 
examined to insure compliance with the ac¬ 
tive status requirements. If a permit holder 
la found In non -compliance, he I* notified of 
the fact and his permit held In an Inactive 
file for 10 day*. At the end of that period. 
If no reply was received, the records of the 
permit are transferred for storage In dead 
fllea and tho permit holder is notified that 
hla permit Is considered abandoned and 
therefore canceled. 

The Increased fee will compensate for ap¬ 
proximately 2.6 hour* of labor expended over 
the indefinite life of the permit. Fee* were 
last increased In January. 1963. 

(FR Doc.75-32923 Filed 12-4-76;8 45 am] 

Title 40—Protection of Environment 

CHAPTER I — ENVIRONMENTAL 
PROTECTION AGENCY 

SUBCHAPTE* E — -PESTICIDE PROGRAMS 

[FRL 466*8; OPP-300007A] 

PART 180—TOLERANCES AND EXEMP¬ 
TIONS FROM TOLERANCES FOR PESTI¬ 
CIDE CHEMICALS IN OR ON RAW AGRI¬ 
CULTURAL COMMODITIES 

Exemptions From Requirement of a Toler¬ 
ance for Certain Inert Ingredients In 
Pesticide Formulations 

On October 20. 1075. the Environ¬ 
mental Protection Agency <EPA> pub¬ 
lished In the Federal Register (40 FR 
48040) a notice of proposed rulemaking 
to amend 40 CFR 180.1001 by exempting 
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certain pesticide chemicals which arc ad¬ 
ditional Inert (or occasionally active) In¬ 
gredients in pesticide formulations from 
tolerance requirements under provisions 
of Section 408(c) of the Federal Food. 
Drug, and Cosmetic Act. No comments or 
requests for referral to an advisory com¬ 
mittee were received by the Agency with 
regard to this notice, and it has been con¬ 
cluded, therefore, that the amendment to 
the regulations be adopted as proposed. 

Any person adversely affected by this 
regulation may, on or before January 7, 
1975. flic written objections with the 
Hearing Clerk. Environmental Protection 
Agency. Room 1019. East Tower, 401 M 
St. SW. Washington, DC. 20400. Such 
objections should be submitted in quin- 
tuplicate and should specify both the pro¬ 
visions of the regulation deemed to be 
objectionable and the grounds for the 
objections. If a hearing Is requested, the 
objections must state the Issues for the 


RULES AND REGULATIONS 

hearing. A hearing will be granted if the 
objections are supported by grounds 
legally sufficient to justify the relief 
sought. 

Effective on December 8.1975. Part 180, 
Subpart D. ( 180.1001, is amended as set 
forth below. 

(Section 408(e) of the Federal Food, Drug, 
and Coametlc Act (21 U.3.C. 346a (e)) 

Dated: December 2, 1975. 

Edwin L. Johnson, 
Deputy Assistant Administrator 
for Pesticide Programs. 

Part 180, Subpart D, $ 180.1001 is 
amended by alphabetically inserting new 
Items in paragraphs (d> and (e) as 
follows. 

§ 180.1001 Exemption* from the re¬ 
quirement of a tolerance. 

• v • • • • 

«!)••• 


Inert litfrodlrnui 


l4tnlta 


Um 


• •••••• 

•-AUjrl(C«i-C»iV4»y4rotYT¥>ly(ciyrUiyl/«#feJ)rreapjflenr).....SorfnrtanN. rrUted *dJo- 

boivri? pclymr r in whkn lh* oiyrlhvlmir content b $-12 null of mrfnrUntSi 

sutJr* and ib# oiypropylnvt ONileut It $-7 nob*. 


•-Alky! (Ctt-C»V’teb) , dmiypoJy(oiycthjrleiw , Ao«irprorybnt) . 
bn. rlc polymer In whkh the oxyrtliyleot realm! »\rr*rro 
IS 17 motor and tb* otypropylrue content »mMN > C 
saaba 


Siirtu-tar.tr, related iuIJu- 
ynott of turlbrtanU. 


I> A C Grom N$. t— 


- Pyt. 


Uat|o*N wbeua 


Haat wwtrUmi. 


rmrUnl todiuai mit tf A r IwiqV# laliadl;ff«piook ud4 .Not mat* iHm 1 pet- SurfertoAto, mbtcl a<l)u- 

rent «l pestii Ida vault of furfertotiU. 

formulnUon. 


2lr* clear*!*. aqlbraiai to 21 CFR, teclkm 121.101(d)(5).... Flow control igml. 


<e> • • • 


FpoildLtM soybean oil -— --- 

• • • 

ftUfnrvluin silicate, bydroted rna*T.*fUut» silicate. 
• • • 

Sodium botylnapbthaleiw mlfooale- - -- 


Not more than <U 
pci of pesticide 
formulation. 


Stabiliser. 

Solid diluent, carrier. 

Burfcctant*. related 
MirluetAuU. 


6o.llinn mono* and dimethyl naphthalene wtJonala, 
molecular »right 2ti 200. 

• • • 

X an than (tun...-.— 


^ Surfartanta, rrLUcl 
•urtactanla. 


. ThteJrmer. 


adjuv^nU 

adjuvant* 


IFB Doc.75-32972 filed 12-5-75:8:45 nraj 


SUBCHAPTER N—EFFLUENT GUIDELINES 
AND STANDARDS 

(TOL 465 51 

PART 407—CANNED AND PRESERVED 
FRUITS AND VEGETABLES PROCESSING 
INDUSTRY POINT SOURCE CATEGORY 

Extension of Comment Period 

This notice extends the period for com¬ 
ments to the notice, published October 21, 
1975. promulgating interim Anal regu¬ 
lations consisting of effluent guidelines, 
limitations and standards for the Fruits, 
Vegetables, and Specialties Subcategorlea 
of the Canned and Preserved Fruits and 


Vegetables Processing Industry Point 
8ource Category (40 FR 49222). 

Requests for an extension of time were 
submitted by persons having an interest 
in commenting. They point out that the 
document entitled • Economic Analysis 
of Interim Final Effluent Guldelincs- 
Fmits and Vegetables Processing Indus¬ 
try" was not available for distribution 
on the date of the original notice, and 
that additional time is needed to review 
the document in sufficient detail to pro¬ 
vide meaningful comments. 

In view of the request, the Environ¬ 
mental Protection Agency lias deter¬ 


mined it is in the public interest that the 
period for comments on the interim final 
regulations be extended for an addlional 
thirty days. Accordingly, all comments 
received on or before December 19, 1975, 
will be considered. 

Dated: December 1, 1975. 

Anokkw W. Bbbioenbach, 
Acting Assistant Administrator 
for Water and Hazardous 
Materials. 

I TO Doc.75-32960 Piled 12-5-76:8:45 am | 


Title 41—Public Contracts and Property 
Management 

CHAPTER 101—FEDERAL PROPERTY 
MANAGEMENT REGULATIONS 
SUDCHAPTER E—SUPPLY AND PROCUREMENT 
[FPMR Amendment E-175) 

PART 101-26—PROCUREMENT SOURCES 
AND PROGRAMS 

Travel Trailers 

This regulation deletes the obligation 
that agencies submit their requirements 
for "camping, office, and ho use-type" 
trailers to GSA lor procurement. 

1. Section 101-26.501-1 Is amended to 
read as follows: 

§ 101-26.501—1 General. 

Except as provided for the Depart¬ 
ment of Defense <DOD) In paragraph 
(a) of this section, executive agencies 
shall submit to GSA for procurement 
their requirements for purchase in the 
United States of all new passenger motor 
vehicles <FSC 2310), trucks/truck trac¬ 
tors (FSC 2320). and trailers (FSC 
2330) van type (with payload of not less 
than 5,000 nor more than 50.000 pounds. 
Specifically included are sedans, station 
wagons, carryalls, ambulances, bases, 
and trucks. Including trucks with special¬ 
ized mounted equipment, truck chassis 
with special purpose bodies, and all van 
type trailers fwith payload of not less 
than 5,000 nor more than 50,000 pounds.) 

• • • • • 

cb) When It is determined that spe¬ 
cialized requirements for passenger mo¬ 
tor vehicles and trucks Indicate the need 
for procurement from sources other thon 
OSA, a request for waiver Justifying the 
procurement shall be submitted in writ¬ 
ing to the General Services Administra¬ 
tion iFYP). Washimrton, DC 20406. 
GSA will notify agencies In writing 
whether or not a waiver has been 
granted. Justification for special purpose 
trucks may be based on a description of 
the vehicle having unique characteristics 
such as a special purpose body or equip¬ 
ment that may require close supervision 
by agency personnel to ensure proper in¬ 
stallation of the equipment by the con¬ 
tractor; e.g., when a medical van is to be 
equipped with Government or contrac¬ 
tor-supplied equipment. Requests for 
procurement through sources other than 
GSA will be handled on an individual 
basis considering the urgency of the need 
of the requirement and provided full jus¬ 
tification is subiriitted therefor. 
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3. Section 101-26.501-3 is amended to 
read a* follow*: 

§ 101-26.501-3 Submiiftion of require¬ 
ment*. 

Requirements shall be submitted to the 
General Services Administration (FYP), 
Washington, DC 20406, and shall con¬ 
tain consignment and shipping instruc¬ 
tions, including the names and addresses 
of persons to receive purchase documents 
if they arc different from the consignees. 
• • • • • 

3. Section 101-26.561-6 (b) is revised 
to read as follows: 

S 101-26.501-0 !Swti ft(*tion of vehicle 
dffwb. 

• • • • • 

<b) When motor vehicles are manu¬ 
factured by a concern other than one 
for whom an address is shown in I 101- 
26.501-8(a) and the address of the man¬ 
ufacturer Is not known, agencies shall 
Inform GSA of the vehicle location ad¬ 
dress. (This includes those vehicles man¬ 
ufactured by the General Motors Cor¬ 
poration other than the Chevrolet Motor 
Division and the GMC Truck and Coach 
Division.) In these cases, agencies shall 
forward the vehicle location address to 
t he General Services Administration 
(FYP). Washington. DC 20406. GSA will 
forward the vehicle location address to 
the manufacturer or advise the agency 
concerned. 


(Sec. 205(c). as 8t*t. 3RO: 40 U.8.C. 480(c)) 

Effective date. This regulation is ef¬ 
fective on December 8.1675. 

Dated: November 26.1675. 

Jack Eckzrd. 

Administrator of 
General Services . 

|ra Doc 75-32802 Plied 12-5-75:8:46 am) 

Title 45—Public Welfare 
CHAPTER XII—ACTION 

PART 1222—PARTICIPATION OF 
PROJECT BENEFICIARIES 

Volunteer Programs 

On April 14. 1675. there was published 
in tho Federal Register (45 CFR Part 
1222>. a noti ce of proposed rule to amend 
Chapter XII of Title 45. Code of Federal 
Regulations to add a new Part 1222 
which would provide regulations requir¬ 
ing the establishment for each project 
Involving full-time volunteer programs 
under Title I of the Domestic Volunteer 
Service Act of 1973 (87 Stat. 408) (the 
Act) of a continuing mechanism to as¬ 
sure the meaningful participation of pro* 
gram beneficiaries as mandated by 
Section 108. Title I of the Act. 

Current ACTION programs under Title 
I of the Act and affected by this rule 
include Volunteers In Service To America 
<VI8TA) (Part A), University Year for 
ACTION (UYA) (Part B). ACTION Co¬ 
operative Volunteers (ACV> and Pro¬ 
gram for Local Service (PLS) (Part C>. 

As a result of comments received and 
duly considered, the following clarifying 
changes are made: 


1. 8ectlon 1222.3 is amended to read: 
"Each potential project sponsor shall 
establish an advisory group for the proj¬ 
ect. to include substantial membership of 
potential project beneficiaries, or to the 
extent feasible, their democratically 
chosen representatives, prior to the sub¬ 
mission on an application to ACTION for 
Volunteers. 

“The term 'substantial' means. In this 
case a sufficient number of appropriate 
persons to assure that the concerns and 
points of view of the potential project 
beneficiaries are adequately presented to 
and considered in the deliberations of the 
group. The phrase ‘project beneficiaries’ 
means in this case, recipients of benefits 
accruing directly from project activities 
as conducted by ACTION Volunteers. 

“Potential spffhsorlng organizations 
that have an established governing, 
policy, or advisory group whose member¬ 
ship is composed of at least 50% of mem¬ 
bers of the beneficiary population are not 
required to establish a separate project 
advisory group for the purposes of this 
Order." 

The aforegoing change responds to 
comments suggesting that new advisory 
groups not be required where such orga¬ 
nizations or functions are pre-existent, 
and that the meanings of "substantial" 
and "project beneficiaries" be clarified. 

2. Section 1222.4-2 regarding advisory 
group responsibilities is amended to 
read: "To review and provide written 
comments concerning any project appli¬ 
cation prior to the submission of the ap¬ 
plication to ACTION. A copy of such 
comments shall accompany each applica¬ 
tion to ACTION." 

The aforegoing change responds to 
numerous request* to delete the project 
proposal approval authority of the ad¬ 
visory groups. While consenting to such 
requests, ACTION, at the same time, will 
carefully weigh withholding of approval 
by advisory councils of project proposals 
submitted by sponsoring organization* to 
ACTION In its deliberation* concerning 
the disposition of such project applica¬ 
tions. 

3. Section 1222.4-3 regarding responsi¬ 
bilities of advisory group Is amended to 
read: "To meet with the sponsoring 
organization’s staff at periodic intervals, 
but no less than twice per project year, 
for the purpose of reviewing and com¬ 
menting on the development and im¬ 
plementation of the project. Such proj¬ 
ect review and commentary should be di¬ 
rected toward the adequacy of the project 
to meet the identified need of the project 
beneficiaries." 

The aforegoing change responds to re¬ 
quests to decrease the number of re¬ 
quired advisory group meeting* during 
the course of a project’* term. * need felt 
especially by sponsors serving widely 
separated rural communities and penal 
institutions. 

4. Section 1222 4-4 regarding advisory 
group responsibilities is amended to 
read: "To submit, if it so chooses, writ¬ 
ten reports and/or copies of minute* of 
its meetings to the Sponsor to accom¬ 
pany the Sponsor’s Quarterly Program 
Reports (A -588 ) submitted to the ap¬ 
propriate ACTION regional office." 


The aforegoing change is in respons* 
to requests that the frequency of report¬ 
ing of advisory group commentary be de¬ 
creased and left optional to the wishes 
of the advisory group but not subject to 
the option of the sponsoring organiza¬ 
tion’s staff. 

In addition to comments resulting in 
the foregoing changes, a number of sug¬ 
gestions were made but are not adopted. 
The following comments relate to rev- 
elant sections, subjects covered, and 
reasons why suggestions are not Incor¬ 
porated in the final regulations: 

1. Several recommendations were 
made to exempt certain Title I programs 
from the participation of program 
beneficiaries requirements. 8uch exclu¬ 
sion would violate both the spirit and 
letter of Section 106. Title I of the Act. 

2. A recommendation would have 
amended f 1222.3 to read "Each spon¬ 
sor of a project Involving 20 or more 
Volunteers shall establish an advisory 
group . . ." on grounds that to require 
a sponsor to assemble an advisory group 
for projects involving a lesser number of 
Volunteers is neither practical nor 
realistic. The philosophy of the legisla¬ 
tion is that beneficiaries of all Title I pro¬ 
grams participate in the planning, 
development, and implementation of 
projects affecting them. Tills participa¬ 
tion is not related to the size or scope of 
project activities or the number of volun¬ 
teers conducting such activities. ACTION 
sees no correlation between the number 
of volunteers serving on a project and 
the practicality of utilizing an advisory 
group. 

3. Recommendations were made that 
membership of advisory groups Include 
a minimum of 51% of project beneficiar¬ 
ies and that requirements be made which 
would specify precise acceptable condi¬ 
tions and procedures for membership in 
tli* group. Due to the variety of program 
types, characteristics and conditions of 
beneficiaries, geographical distribution, 
established organizational procedures of 
sponsors, and other affecting conditions. 
It is inappropriate to specify precise 
terms and conditions required to provide 
for "meaningful participation of pro¬ 
gram beneficiaries.** since all project 
sponsors could not meet the degrees of 
specificity imposed by such require¬ 
ment*. 

Accordingly, with these changes and 
additions, the proposed regulation is 
adopted as set forth below: 

Sec. 

1222.1 Purpose. 

12222 Applicability 

12223 Policy. 

1222 4 Advisory group's responsibilities 
1222 3 Advisory group expenses. 

1222.0 Sponsor's responsibilities. 

Authority: Secs. 100 and 420 of Pub. L. 
63-113, 87 8tat. 398 end 414. 

§ 1222.1 Purpose, 

The purpose of these regulations is to 
prescribe requirements for the establish¬ 
ment of a continuing mechanism for the 
meaningful participation of project ben¬ 
eficiaries in the planning, development, 
and implementation of project activities 
utilizing full-time volunteers authorized 
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under Title I of the Domestic Volunteer 
Service Act of 1973. PL 93-113. This pol¬ 
icy specifically Implements Section 108, 
Title I. PL 93-113. 

§ 1222.2 Applicability. 

These regulations apply to all full¬ 
time volunteer programs and projects 
under Title I. PL 93-113. including grant 
programs. Included in these programs 
are VISTA (Part A>. University Year for 
ACTION (UYA) (Part B). ACTION Co¬ 
operative Volunteers (ACV) and Pro¬ 
gram for Local Services (PLS) (Part C). 

§ 1222.3 Policy. 

(a) Each potential project sponsor 
shall establish an advisory group for 
the project, to Include substantial mem¬ 
bership of potential project beneficiaries 
or. to the extent feasible, their demo¬ 
cratically chosen representatives, prior 
to the submission of an application to 
ACTION for volunteers. 

<b> The term “substantial 0 means, in 
this case, a sufficient number of appro¬ 
priate persons to assure that the con¬ 
cerns and points of view of the potential 
project beneficiaries are adequately pre¬ 
sented and considered in the delibera¬ 
tions of the group. The phrase -project 
beneficiaries” means, in this case, recipi¬ 
ents of benefits accruing directly from 
project activities! as conducted by AC¬ 
TION Volunteers. 

(C) Potential sponsoring organizations 
that have an established governing, pol¬ 
icy. or advisory group whose membership 
is composed of at least 50% of members 
of the beneficiary population are not re¬ 
quired to establish a separate project ad¬ 
visory group for the purposes of these 
regulations. 

g 1222.4 A<Kim>i 7 gronp** rc*|xm*il»Ui- 
tki* 

The advisory group shall have the fol¬ 
lowing responsibilities for the intent and 
purposes of these requirements: 

<a> To the extent practical, assist the 
sponsor in the initial planning of a new 
project proposal and in the planning of 
a continuation project application. 

(b) To review and provide written 
comments concerning any project appli¬ 
cation prior to the submission of the 
application to ACTION. A copy of such 
comments shall accompany each appli¬ 
cation to ACTION. 

(c) To meet with the sponsoring orga¬ 
nization** staff at periodic intervals, but 
no less than twice per project year, for 
the purpose of reviewing and comment¬ 
ing on the development and implementa¬ 
tion of the project. Such project review 
and commentary should be directed to¬ 
ward the adequacy of the project to meet 
the identified needs of the project ben¬ 
eficiaries. 

(d) To submit, if it so chooses, written 
reports and/or copies of minutes of its 
meetings to the sponsor to accompany 
the Sponsor’s Quarterly Program Report 
(A-568) submitted to the appropriate 
ACTION regional office. 


S 1222.5 Ad*i*ory group expense*. 

As permitted by law. ACTION regional 
staff may pay for certain incidental out- 
of-pocket expenses incurred by the ad¬ 
visory group In connection with its re¬ 
sponsibilities under § 1222.4. 

g 1222.6 Sp«m*ur*« mpotutibililie*. 

The sronsor or potential sponsor shall 
furnish the following evidence of the ad¬ 
visory group's participation in the plan¬ 
ning, development, and implementation 
of the project: 

(a) Each new application to ACTION 
for volunteers shall contain a statement 
describing how the advisory group has 
participated in the planning of the proj¬ 
ect proposal. This statement shall be 
signed by an authorized representative 
of the Advisory group' (see I 1222.4-2). 
For continuation project applications, a 
written statement shall be Included 
which specifies how the advisory group 
complied wtth Us responsibilities under 
1 1222.4 of these regulations. This state¬ 
ment shall be signed by an authorized 
representative of the advisory group (see 
I 1222.4-2 and 3). 

(b) In each Sponsor's Quarterly Pro¬ 
gram Report (A-568). the sponsor shall 
Include a brief statement describing the 
extent to which the advisory group was 
involved in the continuing development 
and implementation of the project. 

Effective on January 7.1976. 

John L. Ganisy. 

Deputy Director. 

fPU Doc .75 32973 Piled 12-5-75:8:46 *m] 


Title 46—Shipping 

CHAPTER •—-COAST GUARD. 

DEPARTMENT OF TRANSPORTATION 

SU DC HAPTEN E—LOAD LINES 

[COD 76-139] 

PART 42—DOMESTIC AND FOREIGN 
VOYAGES BY SEA 

Fee Schedule 

On August 15. 1975, there was pub¬ 
lished In the Fzdeiial Regisix* (40 FR 
34407). a notice of proposed rulemaking 
to revise the schedule of fees to be paid 
to the assigning authority by the owner 
of a vessel for the assignment or reissue 
of load lines, and for the annual load line 
survey. Interested persons were given 
the opportunity to submit, not later than 
September 29. 1975. comments concern¬ 
ing the proposed regulations. 

No comments were received, and the 
proposed amendment is adopted without 
change, as set forth below. 

Effective date: This amendment Is ef¬ 
fective on January 8, 1976. 

Dated: November25,1975. 

O. W. 8ilo, 

Admiral . U.S. Coast Guard 

Commandant. 

Subpart 42.35 of Chapter I of Title 46 
of the Code of Federal Regulations Is 
amended as follows: 


g 42*33-1 [ Amended! 

1. In §42.35-1, by revising Table 
42.35-1 to read as follows: 

Tadlk 42.35-1. — Fees far assignment of 
toad lint 
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150 
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100 
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• fmt tiumrfml t* crftlA) to 

I.XBXP 

HO 

In which Fi, And D Anr U* molded dimrfilfcm*. Th» 
9m numentl dwll be u» «J when It U gnmU* than Urn 
gnm tonnage. 

2. In paragraph (d) of §42.35-1, by 
striking the figure **$100 * and inserting 
the figure ’$125”, in place thereof. 

§42.35-5 IAmrnded] 

3. In paragraph (a) of § 42.35-5, by 
striking tiie words “fees for condition 
survey and reissue of load line certificate” 
in the first sentence, and inserting the 
words “fee for periodical condition sur¬ 
vey for renewal of the Load Line Certifi¬ 
cate in place thereof. 

4. In § 42.35-5 by adding a new para¬ 
graph (c> to read as follows: 

• • • • • 

(c) The minimum charge for the re¬ 
issuance of load line certificates, such as 
for a change of flag or short term exten¬ 
sion, shall be $70. This assumes one visit 
equivalent to an annual load line inspec¬ 
tion. 

§ 42.35-10 l Amended] 

5. In paragraph (a) of § 42.35-10. by 
striking the figure “$45” and inserting 
the figure “$65”, in place thereof; and 
by striking the figure “$55” and insert¬ 
ing the figure “$70”, In place thereof. 

(46 OAC. 86; (49 U8-C. 1666(b)(1)); 49 
CFR 1 4(b) »nd 146(b)). 

[FR Doc.76-32946 Filed 12-5-75;8:46 win] 


Title 50—Wildlife and Fisheries 

CHAPTER I—U.S. FISH AND WILDLIFE 
SERVICE* DEPARTMENT OF THE INTE¬ 
RIOR 

PART 28—PUBLIC ACCESS, USE AND 
RECREATION 

Bombay Hook National Wildlife Refuge, Del. 

The following special regulations are 
Issued and are effective during the period 
January 1, 1976 through December 31, 
1976. 
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§ 28.28 Special regulation*, public no 
rw, u»c, mid recreation; for Indi¬ 
vidual vtiidlifc refuge area*. 

Delaware 

BOMBAY HOOK NATIONAL WILD LITE REFUGE 

Travel by motor vehicle, bicycle, or on 
foot, is permitted from sunrise to sunset 
on designated routes unless prohibited 
by posting, for the purpose of nature 
study, photography, hiking, and sight¬ 
seeing. Pets arc permitted If on a leash 
not over 10 feet In length. 

The refuge area, comprising 15.135 
acres. Is delineated on maps available 
from the Refuge Manager, Bombay Hook 
National Wildlife Refuge, R 1, Box 147. 
Smyrna. Delaware 19977 or from the 
Regional Director, U.S. Fish and Wildlife 
Service. Post Ofllce and Courthouse 
Building. Boston, Massachusetts 02109. 

The provisions of this special regula¬ 
tion supplement the regulations which 
govern recreation on wildlife refuge areas 
generally, which are set forth in Title 60. 
Code of Federal Regulations. Part 28. 
and arc effective through December 31. 
1976. 

Howard N. Larsen, 
Regional Director 
U.S. Fhh and Wildlife Service . 

December 1,1975. 

(PR Doc.75-32833 Plied 13-5 75;S:45 ami 


PART 28—PUBLIC ACCESS. USE AND 
RECREATION 

Eastern Neck National Wildlife Refuge, Md. 

The following special regulations are 
Issued and are effective during the period 
January 1. 1976 through December 31. 

1976. 

§ 28.28 Special regulation*, public or- 
rrw, u*c, and recreation; for indi¬ 
vidual wildlife refuge amn. 

Maryland 

EASTERN NECK NATIONAL WILD LITE REFUGE 

Entrance into the refuge and use of 
parking areas and facilities is permitted 
during daylight hours for photography, 
hiking, nature study, bicycling, and ac¬ 
cess to fin fishing, shell fishing, and 
crabbing. 

Boat access is permitted at Bogle's 
Wharf for commercial and sport fin and 
xhcll fishing and crr.tblng In accordance 
with Federal and State regulations. 

The Ingleslde Recreation Area is open 
from May l, 1976 through September 30. 
1976. Boats may be launched at the 
launching site from May 1, 1976 through 
September 30, 1976. 

Pets are permitted If on a leash not ex¬ 
ceeding 10 feet In length, only in desig¬ 
nated parking areas. Camping is not per¬ 
mitted. 

The following activities are not per¬ 
mitted at the Eastern Neck Narrows dur¬ 
ing the period May l. 1976 through Sep¬ 
tember 30. 1976: Stopping or parking 
vehicles, standing on or fishing and crab¬ 
bing from the roadside or shoreline and 
launching or removing boats. 


RULES AND REGULATIONS 

Designated nature trails, boardwalks, 
and recreation sites are open for use ex¬ 
cept during refuge deer hunts. All other 
areas are closed. 

Registered motor vehicles arc permit¬ 
ted on refuge roads and in designated 
parking areas only. Parking and leaving 
vehicles unattended along the refuge 
roads is not permitted. 

The refuge, comprising approximately 
2,286 acres. Is delineated on a map avail¬ 
able from the Refuge Manager. Eastern 
Neck National Wildlife Refuge. Route 2. 
Box 225. Rock Hall, Maryland 21661, or 
from the Regional Director, U.S. Fish 
and Wildlife Service. Post Office and 
Courthouse Building, Boston. Massachu¬ 
setts 02109. 

The provisions of this special regula¬ 
tion supplement the regulations which 
govern recreation on wildlife refuge areas 
generally, which are set forth in Title 50, 
Code of Federal Regulations, Part 28. and 
are effective through December 31, 1976. 

Howard N. Larsen, 
Regional Director. 

UJS. Fish and Wildlife Service. 

December 1, 1975. 

|FR Doc.75 32804 Piled 12-5-75.8:45 am] 

PART 28—PUBLIC ACCESS, USE AND 
RECREATION 

Erie National Wildlife Refuge, Pa. 

The fbDowing special regulations are 
Issued and are effective during the period 
January 1, 1976 through December 31, 
1976. 

§ 28.28 Special regulation*, public oo 
cr*% u*c, and recreation; for indi¬ 
vidual wildlife refuge area*. 

Pennsylvania 

BRIE NATIONAL WILDLIFE ILEFUGX 

Entry on foot or by motor vehicle Is 
permitted on designated travel routes for 
the purpose of nature study, photogra¬ 
phy, and sightseeing during daylight 
hours. Pets arc permitted if on a leash 
not over 10 feet in length. Use o' the pic¬ 
nic area is permitted on Saturdays and 
8undays from 6:00 a.m. to 9:30 p.m. 
May 30 through October 15 and on week¬ 
days by reservation. 

The refuge area, comprising 7,994 
acres, is delineated on maps available 
from the Refuge Manager, Erie National 
Wildlife Refuge, RD 2. Box 191. Guys 
Mills, Pennsylvania 16327 and from the 
Regional Director. U.8. Fish and Wildlife 
Service. Poet Ofllce and Courthouse 
Building, Boston. Massachusetts 02109. 

The provisions of this special regula¬ 
tion supplement the regulations which 
govern recreation on wildlife refuge 
areas generally, which are set forth In 
Title 50, Code of Federal Regulations, 
Part 28. and arc effective through De¬ 
cember 31. 1976. 

Howard N. Larsen, 
Regional Director , 

U S. Fish and Wildlife Service . 

December 1,1975. 

(FR Doc.75-32895 Filed 12-5 75;8 45 am] 
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PART 28—PUBLIC ACCESS, USE AND 
RECREATION 

Tinicum National Environmental Center, Pa. 

The following special regulations are 
Issued and arc effective during the period 
January' 1. 1976 through December 31. 
1976. 

§ 28.28 Special regulation*, public ac¬ 
re**, u*c, and recreation for Indi¬ 
vidual wildlife refuge areas. 

Pennsylvania 

TINICUM NATIONAL ENVIRONMENTAL CENTER 

Entrance into the Center Is permitted 
for the purpose of bicycling, hiking, na¬ 
ture study, sightseeing and photography 
from drawn to dusk. Motorcycles are 
prohibited beyond the visitor parking 
area. Trail bikes, snowmobiles, all ter¬ 
rain. air cushion or other similar motor 
vehicles are prohibited. Pets are per¬ 
mitted If on a leash not exceeding 10 feet 
In length. Boats arc not permitted In 
the Center impoundments. 

A map of the refuge Is available from 
the Refuge Manager. Tinicum National 
Environmental Center. Suite 104, Scott 
Plaza 2, Philadelphia, Pennsylvania 
19113 and from the Regional Director. 
U8. Fish and Wildlife Service. Pout 
Office and Courthouse Building, Boston, 
Massachusetts 02109. 

The provisions of this special regula¬ 
tion supplement the regulations which 
govern recreation on wildlife refuge 
areas generally, which are set forth In 
Title 50, Code of Federal Regulations, 
Part 28. and are effective through De¬ 
cember 3t 1976. 

Howard N. Larsen, 
Regional Director. 

U.S. Fish and Wildlife Service . 

December 1,1975. 

(FB Do#.75-32806 FfU?<l 12-5-75;8:45 am) 


PART 28—PUBLIC ACCESS, USE AND 
RECREATION 

Sachuest Point National Wildlife Refuge, 
R-l. 

The following special regulations arc 
issued and arc effective during the period 
January 1, 1976 through December 31. 
1976. 

§ 28.28 Special regulation*, public ac¬ 
re**, um\ and recreation; for indi¬ 
vidual wildlife refuge area*. 

Rhode Island 

SACHUEST POINT NATIONAL WILDLIFE 

REFUGE 

Entry on foot is permitted from sunrise 
to sunset on designated routes, unless 
prohibited by posttng, for the purpose of 
nature study, photography, and sight¬ 
seeing. Pets are permitted If on a leash 
not over 10 feet In length. 

The entire refuge beach has no life¬ 
guards. Swimming will be at the visitor's 
owti risk. Access along designated routes 
on the refuge for surf fishing and shell 
fishing is permitted. 

Fires arc permitted only on the ocean 
beach No other fires are permitted at 
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other locations on the refuge. Camping, 
tents, floating devices and nudity are 
not permitted on the refuge. 

Over-the-sand vehicles, snowmobiles, 
air cushion, all terrain or other similar 
vehicles are not permitted on the refuge 
except for emergency and law enforce¬ 
ment purposes. 

A map of the refuge Is available from 
the Refuge Manager, Ninlgret National 
Wildlife Refuge. Box 307. Charlestown. 
Rhode Island 02813 or from the Regional 
Director, U.8. Pish and Wildlife Service. 
Post Office and Courthouse Building. 
Boston. Massachusetts 02100. 

The provisions of this special regula¬ 
tion supplement the regulations govern¬ 
ing recreation on wildlife refuge areas 
generally, which arc set forth in Title 50. 
Code of Federal Regulations. Part 28, 
and are effective through December 31. 
1076. 

Howard N. Larsen, 
Regional Director, 

U.S . Fish and Wildlife Service . 

December 1. 1076. 

IKK Doc.75-32807 PUe*d l*-6^75;8:46 am) 


PART 33—SPORT FISHING 

DeSoto National WiWIi.e Refuge, 

Iowa and Nebv. 

The following special regulation is ef¬ 
fective on date of publication in the 
Federal Register, 


RULES AND REGULATIONS 

§ 33.3 Special regulation*; tport lialilng; 
for individual wildlife refuge areas. 

Iowa and Nebraska 

DE SO to NATIONAL WILDLIFE REFUGE 

Sport Ashing on the DeSoto National 
Wildlife Refuge, Iowa and Nebraska. Is 
permitted on the lake area within the 
refuge. This open area, comprising 850 
acres. Is delineated on a map available 
at the refuge headquarters and from the 
office of the Regional Director, P.O. Box 
25486, Denver Federal Center. Denver. 
Colorado 80225. Sport fishing Is subject 
lo the following conditions: 

<1> All fishermen shall conform with 
the regulations of the State in which 
they are properly licensed, either Iowa 
or Nebraska, subject to more restrictive 
regulations that may be Included herein. 

<2) Open Season: Daylight hours 
January 3. 1976 through February 29. 
1976, providing ice conditions are safe 
enough to permit tills activity, and 6:00 
ajn. to 9:00 p.m . April 15, 1976 through 
September 30, 1976. 

<3> Trot lines and float lines are not 
permitted. 

(4) Archery fishing and spear Ashing 
is permitted during the period May 1. 
1976. through June 16, 1976. Only the 
following Ashes can be taken with bow 
and arrow or spear: Blgmouth Buffalo- 
Ash (Ictiobus cyprlncllus), Smallmouth 
BuffaloAsh (Ictiobus bubalus). Carp 


(Cyprinus carpio*. Umgnose Gar 
(Leplsosteus osseus) and Shortnoee Oar 
(Leplsosteus platostomus). 

(5) Digging or seining for bait is not 
permitted. 

(6) No more than two lines with two 
hooks on each line may be used for Ash¬ 
ing. 

(7) Motor or wind driven conveyances 
are not permitted on the lake during the 
period January 3, to February 9. 

Tlie use of boats, with or without 
motors. Is permitted during the period 
April 15 to September 15. 

(9) During the period September 15 
to September 30, only boats without 
motors or motors up to 25 HJ». are per¬ 
mitted. 

The provisions of this special regula¬ 
tion supplement the regulations which 
govern Ashing on wildlife refuge areas 
generally which are set forth in Title 50, 
Code of Federal Regulations. Part 33. 
and are effective through September 30. 
1976. 

James E. Prates, 
Refuge Manager , DeSoto Na¬ 
tional Wildlife Refuge. Mis¬ 
souri Valley, lotto. 

November 17. 1975. 

JKR Doc.76 328*8 Plied 12^ 76.6:45 aoi) 
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This section of the FEDERAL REGISTER contains notices to the public of the proposed Issuance of rules end regulations. The purpose of 
these notices U to give interested persons an opportunity to participate in the rule making prior to the adoption of the final rules. 


DEPARTMENT OF THE INTERIOR 
Fish and Wildlife Service 
[50CFR Part 17] 

ENDANGERED AND THREATENED 
WILDLIFE AND PLANTS 

Proposed Endangered Status for 216 Spe¬ 
cies Appearing on Convention on Inter¬ 
national Trade; Corrections 

In FR Document 25479 appearing at 
page 44329 In the Fe dek\l Register of 
Friday. September 26.1975. the following 
changes to the list should be made: 

1. On page 44330 for the entry 
•'Orange-footed pimple back." under the 
"Range" column, add "Duck River in 
Tennessee". 

2. On page 44332 after the entry for 
•'Mindoro zone-tailed pigeon." make the 
following additions: 

(a) Under the "Common name" col¬ 
umn add ‘Bahatnan or Cuban parrot." 

<b) Under the "Scientific name" col¬ 
umn add "Amacona Icucoccphala ." 

(c) Under the "Range” column add 
•"West Indies (Cuba, Bahamas, Cayman 
Islands).” 

(d> Under the "Portion of range where 
endangered" add "Do.” 

Written comments concerning the ad¬ 
dition of the "Bahaman or Cuban par¬ 
rot" received by February 6, 1975. will 
be considered. 

Dated: December 1. 1975. 

George W. Milias. 

Acting Director . 

Fish and Wildlife Service . 

JPIi Doc.75-32048 Filed 12-5-75:8:45 am) 


DEPARTMENT OF AGRICULTURE 
Agricultural Marketing Service 
[ 7 CFR Part 916] 

NECTARINES GROWN IN CALIFORNIA 

Increase In the Expenses for the 1975-76 
Fiscal Period; Invitation to Submit Com¬ 
ments 

This notice invites written comments 
relative to a proposal to increase from 
$655,581 to $660,000 the expenses rea¬ 
sonable and likely to be incurred by the 
Nectarine Administrative Committee for 
the 1975-76 fiscal period under Market¬ 
ing Order No. 916. 

Consideration is being given to the fol¬ 
lowing proposal submitted by the Nec¬ 
tarine Administrative Committee, estab¬ 
lished under the marketing agreement, 
as amended, and Order No. 916, as 
amended <7 CFR Part 916), regulating 
the handling of nectarines grown in 
California, effective under the applicable 
provisions of the Agricultural Marketing 


Agreement Act of 1937. as amended (7 
U.S.C. 601-674). as the agency to ad¬ 
minister the provisions thereof: 

(a) That the Secretary find that pro¬ 
visions pertaining to the expenses In 
paragraph fa) of f 916.214 (40 FR 31592) 
be amended as follows: 

§ 916.214 ExpeiuM and rate of «*»€*»• 

BKOl 

(a) Expenses. Expenses that are rea¬ 
sonable and likely to be incurred during 
the fiscal period March 1. 1975. through 
February 29, 1976, will amount to $660,- 
000 . 


All persons who desire to submit writ¬ 
ten data, views, or arguments In con¬ 
nection with the aforesaid proposal shall 
file the same, in quadruplicate, with the 
Hearing Clerk. United States Depart¬ 
ment of Agriculture. Room 112. Admin¬ 
istration Building, Washington, D.C. 
20250, not later than December 23. 1975. 
AU written submissions made pursuant 
to tills notice will be made available for 
public inspection at the office of the 
Hearing Clerk during regular business 
hours (7 CFR 1.27(b)). 

Dated : December 2,1975. 

Charles R. Braoer. 

Acting Director . Fruit and Vege¬ 
table Division , Agricultural 
Marketing Service. 

|FR Doc.75-32918 FUed 12-5-76;8 46 am) 


[7 CFR Part 928] 

HANDLING OF PAPAYAS GROWN IN 
HAWAII 

Proposed Minimum Quality and Size 
Requirements 

This notice invites written comment 
relative to proposed minimum quality and 
size requirements for shipments of Ha¬ 
waiian papayas under the Marketing 
Agreement and Order No. 928. This regu¬ 
lation would require that all Hawaiian 
papayas handled grade at least Hawaii 
No. 1 grade. Papayas shipped in inter¬ 
state or export channels would be re¬ 
quired to be pyriform shape and weigh 
at least 10 ouices. Fruit shipped in intra¬ 
state channels would be required to weigh 
at least 14 ounces except Hawaii Fancy 
grade fruit would be required to weigh at 
least 16 ounces. This proposal was recom¬ 
mended by the Papaya Administrative 
Committee established pursuant to the 
said Marketing Agreement and Order No. 
928. regulating the handling of rapayas 
grown in Hawaii. This regulatory pro¬ 
gram is effective under the Agricultural 
Marketing Agreement Act of 1937, as 
amended (7 U.6C. 601-674). 


The Committee estimates that 1976 
production of Hawaiian papayas will to¬ 
tal 48.0 million pounds. 17 percent more 
than the estimated record large 1975 
crop. Fresh sales are expected to total 
42.0 million pounds and the remaining 
6.0 million procescd. In-state fresh sales 
have ranged 10.7-13.1 million pounds in 
recent years and are projected at 13.5 
million for 1976. It is anticipated that 
out-of-state sales will amount to 68 per¬ 
cent of the total fresh sales next year 
and reach a record large 28.5 million 
pounds. 5.0 million more than in 1975. 

All persons who desire to submit writ¬ 
ten data, views, or arguments for con¬ 
sideration In connection with the pro¬ 
posed regulation shall file the same, in 
quadruplicate with the Hearing Clerk. 
United States Department of Agricul¬ 
ture, Room 112, Administration Build¬ 
ing, Washington, D.C. 20250. not later 
than December 22. 1975. All written sub¬ 
missions made pursuant to this notice 
will be made available for public Inspec¬ 
tion at the office of the Hearing Clerk 
during business hours '7 CFR 1.27(b)). 

As proposed { 928.306 Papaya Regula¬ 
tion € would read as follows: 

§ 928.306 Papaya Regulation 6. 

(a) During the period January 1. 1976 
through December 31. 1976. no handler 
shall ship any container of papayas: 

(1) To any destination within the pro¬ 
duction area unless said papayas grade 
at least Hawaii No. 1 and are of the size 
whtch individually weigh not less than 
14 ounces: Provided . That papayas han¬ 
dled as Hawaii Fancy grade shall be of 
a size which individually weigh not less 
than 16 ounces. 

(2) To any export destination unless 
said papayas grade at least Hawaii No. 
1: Provided . That such papayas shall be 
of pyriform shape and weigh not less 
than 10 ounces each. 

(b) When used herein "Hawaii 
Fancy". "Hawaii No. 1". "Hawaii No. 2" 
and ' pyriform shape" shall have the 
same meaning as set forth in the State 
of Hawaii Revised Regulation No. 1 Sub¬ 
section 5.32—Wholesale Standards for 
Hawaiian Grown Papayas. All other 
terms shall have the sonic meaning as 
when used in the marketing agreement 
and order. 

(Sec. 1-19. 48 Stat. 31. amended; 7 U S C. 
601-874) 

Dated: December 3. 1975. 

Charles R. Bfader. 

Acting Director . Fruit and 
Vegetable Division . Agricul¬ 
tural Marketing Service . 

|FR Doc. 75 32953 Filed 13 5 75;8:45 atnl 
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PROPOSED RULES 


DEPARTMENT OF 
TRANSPORTATION 
United States Coast Guard 
[33 CFR PART 117 J 

(COO 74-2211 

DRAWBRIDGE OPERATION REGULATIONS 
Lake Champlain, Vermont 

At the request of the Vermont Depart¬ 
ment of Highways, the Coast Guard la 
considering amending the regulatlona for 
the drawbridge between Sandy Point and 
Knight Point. Lake Champlain, to pro¬ 
vide periods when the draw need not 
open for the passage of vessels. The draw 
is presently required to open on signoL 
This change Is being considered because 
there are few requests for passages dur¬ 
ing the proposed closed periods of the 
winter months and evening hours. 

The drawbridges listed In 1117.190 
(f> <3i and (4) arc In Vermont as Is the 
drawbridge In this proposal. For clarity, 
these bridges are being placed together 
in a new f 117.191. 

Interested persons may participate in 
this proposed rule making by submitting 
written data, views, or arguments to the 
Commander (oon), Third Coast Guard 
District, Governors Island. New York 
10004. Each person submitting comments 
should Include his name and address, 
identify the bridge, and give reasons for 
any recommended change in the pro¬ 
posal. Copies of all written communica¬ 
tions received will be available for exam¬ 
ination by interested persons at the of¬ 
fice of the Commander. Third Coast 
Guard District. 

The Commander. Third Coast Guard 
District, will forward any comments re¬ 
ceived before JantiAry 9. 1978, with his 
recommendations to the Chief. Office of 
Marine Environment and Systems, who 
will evaluate all communications received 
and take final action on this proposal. 
The proposed regulations may be changed 
hi the light of comments received. 

In consideration of the foregoing, it to 
proposed that Part 117 of Title 33 of the 
Code of Federal Regulations Is amended 
as follows: 

§ 117.190 * [ \ mended ] 

1. Section 117.190(f) <3> and 8 117- 
190(f)(4) are deleted. 

2. A new f 117.191 is added Immediately 
after f 117 190 to read as follows: 

§ 117.191 Navigable waters in the Slate 
of Vermont and their tributaries; 
bridge* when constant attrndanee of 
draw tmdrrs in not required. 

(a) Lake Champlain; Vermont Depart¬ 
ment of Highways bridge across en¬ 
trance to Misslsquol Bay. between Alburg 
Tongue and Hog Island, at East Alburg. 
The draw shall open on signal if at least 
24 hours notice is given. 

(b) Lake Champlain: Misslsquol Bay. 
Ceutr&l Vermont railroad bridge. The 
draw shall open on signal from June 1 
through September 30 from 7 ami. to 11 
p m. At all other times the draw shall 
open on signal if at least 24 hours notice 
is giyen to Central Vermont Railway, 
Inc., St. Albans. Vermont 05478. 


(c) Lake Champlain; Vermont Depart¬ 
ment of Highways bridge between Grand 
Isle and North Hero. 

(1) From June l through September 30. 
the draw shall open on signal from 7 
am. to 9 pm. 

(2) From 1 June through 30 Septem¬ 
ber, the draw shall open on signal If at 
least four hours notice Is given from 
9 pm. to 7 am. 

(3) From 1 October through 31 May. 
the draw shall open on signal If at least 
24 hours notice is given. 

(4) During periods of advance notice 
requirements, the draw shall open as 
soon as possible for public vessels of the 
United States. 

(d) The owners of or agencies con¬ 
trolling these bridges shall keep a copy 
of the regulations in this section pertain¬ 
ing to the bridge, and a notice stating 
how the advance notices required by this 
section are to be given conspicuously 
posted on both the upstream and down¬ 
stream sides of the bridge. 

(3*c. 5. 28 Slat. 382. as amended, sec. 6(g) (2). 
80 Slat. 937 82 DS C. 499. 49 U.8 C. 1865(g) 
(2); 48 CTO 148(C) (S), 33 CFR l-04-l(c) 
(4)). 

Dated: December 1. 1975. 

R. L Pmcg, 

Rear Admiral . IMS. Coast 
Guard . Chief. Office of Marine 
Environment and Systems . 

(F R Doc.75 33914 PUed 12 5 7f;8 45 am| 


Federal Aviation Administration 
[ 14 CFR Part 37 ] 

| Docket No. 13182, Notice No. 73 24A] 

TERMINATION OF AUTHORIZATIONS 

Deletion of Certain Technical Standard 
Orders 

On September 13. 1973, the Federal 
Aviation Administration published a No¬ 
tice of Proposed Rule Making (Notice 
73-24; 38 FR 25450) that proposed to 
amend Part 37 of the Federal Aviation 
Regulations by deleting 1 37.128 Position 
liffht flashers (air-carrier aircraft) — 
TSO-Cl&c; § 37.134 Technical Standard 
Order C24: “Landing Flares'*; 8 37.186 
Portable aircraft emergency communica¬ 
tion equipment (for atr carrier air¬ 
craft)—TSO-C61a; and 8 37.194 Position 
light flashers, single-circuit (for non- 
air-carrier aircraft) —TSO-CJJ. Those 
sections contain minimum standards for 
the manufacture under a Technical 
Standard Order (TSO> authorization of 
the articles specified in the respective 
section titles. 

As indicated In Notice 73-24. In gen¬ 
eral. the equipment covered by TSO- 
C18c. -C24, and -C33 is no longer in use; 
and In the case of TSO-C61a. the equip¬ 
ment will shortly be phased out of serv¬ 
ice. The FAA also stated Its belief in that 
notice that since the demand for the 
equipment covered by TSO-C18c, -C24, 
-C33. and -C61a was negligible or non¬ 
existent. it was unreasonable to continue 
to expend funds for the FAA surveillance 
of manufacturers holding authorizations 
under those TSO’s. The deletion of the 


TSO'a was proposed In Notice 73-24 for 
those reasons. 

The FAA received 5 public comments 
In response to Notice 73-24. Four of the 
the commentators expressed approval of 
the proposal. However, based on a further 
review by the FAA. It is believed that 
Notice 73-24 did not provide adequate In¬ 
formation with respect to the subject 
matter covered In the notice. In particu¬ 
lar. Notice 73-24 did not specifically pro¬ 
pose any action with respect to TSO 
-08. C18a, and -Cl8b. and TSO—C61. 
These older TSO’s have been amended or 
superseded in the post. Only the latest 
versions. TSO—Cl8c and TSO—C61a ap¬ 
pear In the Code of Federal Regulations; 
however, the standards contained In 
these older TSO’s continue to apply to 
certain manufacturers of articles covered 
by the TSO’s. In addition. Notice 73-24 
did not clearly indicate, as intended, that 
the TSO authorizations Issued to manu¬ 
facturers for the equipment covered by 
Uve TSO’s would be terminated. The rea¬ 
sons presented In Notice 73-24 for the 
action proposed therein are equally ap¬ 
plicable to these older TSO’s with respect 
to the termination of the authority to 
nmrk as TSO approved new articles man¬ 
ufactured In accordance with the stand¬ 
ards of these TSO’s. Therefore, this sup¬ 
plemental notice is being issued which 
proposes to delete TSO -C18c. -C24, -C33. 
and -C61a and to terminate the author¬ 
ity to mark as TSO approved articles 
manufactured under these TSO’s or their 
earlier versions. 

In view of the changes being made to 
the proposal contained in Notice 73-24. 
The FAA is Issuing this Supplemental 
Notice of Proposed Rule Making. The 
FAA requests that those persons who sub¬ 
mitted comments on Notice 73-24, review 
Uio.se comments in light of the proposal 
contained herein. Those persons as well 
as all other interested persons are Invited 
to participate In this rulemaking action 
by submitting such written data, views, or 
arguments as they may desire. 

All comments with respect to this sup¬ 
plemental notice, received on or before 
February 6. 1976, and the comments re¬ 
ceived in response to Notice 73-24 win be 
considered by the Administrator before 
taking action on the proposed rule. Com¬ 
munications should Identify the regula¬ 
tory docket or notice number and be 
submitted In duplicate to: Federal Avia¬ 
tion Administration, Office of the Chief 
Counsel. Attention: Rules Docket, AGC- 
24, 800 Independence Avenue. S.W., 
Washington, D.C, 20591. The proposals 
contained In this notice may be changed 
In the light of comments received. All 
comments submitted will be available, 
both before and after the closing date for 
comments. In the Rules Docket for ex¬ 
amination by Interested persons. 

The proposals contained in this sup¬ 
plemental notice supersede the proposals 
contained In Notice 73-24. Comments re¬ 
lating to this notice, only, are solicited. 

This amendment is proposed under the 
authority of sections 313(a) and 601 of 
the Federal Aviation Act of 1958 (49 
U.S.C. 1354(a) and 1421) and section 6 
<c) of the Department of Transportation 
Act (49 U.S.C. 1655(c>). 
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In consideration of the foregoing it is 
proposed to amend Part 37 of the Fed¬ 
eral Aviation Regulations as follows: 

1. By revising the heading of I 37.3 and 
adding a new I 37.3(c) to read as fol¬ 
lows: 

§ 37.3 TSO marking and privilege*. 

• • • • • 

(c) Notwithstanding paragraphs (ft) 
and (b) of this section <after the effec¬ 
tive date of this amendment), no person 
may mark as TSO aproved an article 
manufactured under a TSO authoriza¬ 
tion or an FAA letter of acceptance of a 
statement of conformity issued for— 

(1) TSO-C18, -C18a, -C18b, or -Cl8c; 

(2) TSO-C24; 

(3) TSO-C33; or 

(4) TSO-C61 or -C61a. 

g§37.128, 37.131, 37.166 and 37.194 
(Deleted] 

2. By deleting SI 37.128, 37.134. 37.166. 
and 37.194. 

Issued In Washington. D.C. on Novem¬ 
ber 28. 1975. 

James M. Vines. 

Acting Director. 

Flight Standards Service. 

(TO Doc. 7 5-32901 Filed 13-6-75;8:45 ami 


ENVIRONMENTAL PROTECTION 
AGENCY 
[ 40 CFR Part 407 ] 

|FRL 466-81 

CANNED AND PRESERVED FRUITS AND 
VEGETABLES PROCESSING INDUSTRY 
POINT SOURCE CATEGORY 

Extension of Comment Period 

This notice extends the period for 
comments to the notice, published Oc¬ 
tober 21,1975, proposing regulations con¬ 
sisting of effluent guidelines, limitations 
and standards for Existing Sources, 
Standards of Performance and Prctreat¬ 
ment Standards for the Fruits, Vege¬ 
tables, and Specialties Subcategorics of 
the Canned and Preserved Fruits and 
Vegetables Processing Industry' Point 
Source Category (40 FR 49237 1 . 

Requests for an extension of time were 
submitted by persons having an interest 
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In commenting. They point out that the 
document entitled •'Economic Analysis of 
Interim Final Effluent Guidelines—Fruits 
and Vegetables Processing Industry" was 
not available for distribution on the date 
of the original notice, and that additional 
time is needed to review the document in 
sufficient detail to provide meaningful 
comments. 

In view of the request, the Environ¬ 
mental Protection Agency has deter¬ 
mined it is in the public interest that 
the period for comments on the proposed 
regulations be extended for an additional 
thirty days. 

Accordingly, all comments received on 
or before December 19. 1975. will be con¬ 
sidered. 

Dated: December 1, 1975. 

Andrew W. Breidensacm. 

Acting Assistant Administration 
for Water and Hazardous Ma¬ 
terials. 

| TO Doc 76-32970 Filed 12-5-75;8:46 iun| 


POSTAL SERVICE 

[39 CFR Part 111] 

ENVELOPES. -POSTAL CARDS, 
AEROGRAMMES; FIRST CLASS 

Green Border Envelopes and Cards 

Under the provisions of 39 CFR 111.3 
the Postal Service proposes to amend 
141.11 of the Postal Service Manual to re¬ 
quire that envelopes and cards bearing a 
green border be used for first class mail 
matter only, and that all such envelopes 
and cards be charged postage equivalent 
to the first-class rate. A conforming 
amendment is also made to 131.222. 

It has been a long-standing practice in 
the Postal Service to recognize an en¬ 
velope or a card prepared with a green 
border as first-class mail, to accord it 
first-class mail handling, and to require 
postage on it equivalent to the first-class 
rate. Some mailers, however, have been 
using green border envelopes and cards 
for other classes of mail, resulting in first 
class handling for lower class mail and 
insufficient postage for the service ren¬ 
dered. The purpose of this proposed reg¬ 
ulation. then, is to formalize in Postal 


Service regulations the above-described 
practice of the Postal Service with regard 
to green border envelopes and cards. 

Interested persons who wish to do so 
may submit written data, views, or argu¬ 
ments concerning this proposed change 
in Postal Service regulations to the Di¬ 
rector, Office of Mail Classification, Rates 
and Classification Department, United 
States Postal Service, Washington, D.C. 
20260. All comments received on or be¬ 
fore January 5, 1976 will be considered 
by the Postal Service prior to taking 
action on the proposed amendment. 

Accordingly, although exempt from the 
requirements of the Administrative Pro¬ 
cedure Act (5 U8.C. 553(b), (c)) regard¬ 
ing proposed rule making. 39 UB.C, 
410<a). the Postal Service invites public 
comment on the following proposed re¬ 
vision of the Postal 8ervice Manual: 


PART 131—FIRST CLASS 

1. In 131.22 of the Postal Service 
Manual add new .222c reading as follows : 

131.22 Postal and Po«t Card a. 

• • • • i 

222 Pont Cards 


c. Orwn Border Cards 
See 141.115. 


PART 141—ENVELOPES. POSTAL 
CARDS. AEROGRAMMES 

2. In 141.11 of the Postal 8ervice 
Manual add new ,115 reading as follows: 
141.11 Envelopes 

• • • • • 

.115 Green Border Envelopes and Cards 

The use mt envelopes and cards bearing a 
green border must be for Arst-closa mall mat¬ 
ter only. All envelopes and cards bearing a 
green border shall be charged postage equiv¬ 
alent to the flrtt-claai rate. 

An appropriate amendment to 39 CFR 
111.3 to reflect these changes will be 
published on adoption of this proposal. 
(39 use 401. 404) 

Roger P. Craig. 

Deputy General Counsel. 

(TO Doc.75-32924 Piled 12-*-75;8:45 am) 
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This section of tho FEDERAL REGISTER contains documents other than rules or proposed rules that are applicable to the public. Notices 
of hearings and investigations, committee meetings, agency decisions and rulings, delegations of authority, filing of petitions and applications 
and agency statements of organisation and functions are examples of documents appearing In this section. 


DEPARTMENT OF THE TREASURY 

Comptroller of the Currency 

REGIONAL ADVISORY COMMITTEE ON 

BANKING POLICIES AND PRACTICES 

FOR THE FOURTEENTH NATIONAL 

BANK REGION 

Amended Notice of Meeting 1 

A meeting of the Advisory Committee 
on Banking Policies and Practices for 
the Fourteenth National Bank Region 
will be held December 18 and 19. 1975 at 
the Los Vegas Hilton Hotel. Las Vegas. 
Nevada. The meeting on December 18 
will be from 9:00 axi. until 12:00 noon 
and the meeting on December 19 will also 
be from 9:00 a.m. until 12:00 noon. Both 
meetings will be open to the public. Inter¬ 
ested members of the public will be ad¬ 
mitted on a first come basis. 

Topics to be discussed include an eco¬ 
nomic update by the Regional Economist, 
the progress on implementation of the 
Haskins & Sells Study, the CBCT devel¬ 
opments, reserves for bad debts and 
changes in Reports of Income and 
Condition. 

Persons or groups planning to make 
statements over five minutes in length 
must submit three copies to Mr. 
Palmer C. Hamilton. Office of the Comp¬ 
troller of the Currency, Washington, 
D.C. 20219. prior to December 10. 1975. 

Dated: December 2. 1975. ' 

James E. Sum?. 

Comptroller of the Currency . 

IFR Doc.75 32915 Filed I2-6-7S;8:45 amj 


DEPARTMENT OF DEFENSE 

Department of the Army 

US ARMY MEDICAL RESEARCH AND 
DEVELOPMENT ADVISORY PANEL 

Meeting 

Pursuant to section 10(a)(2) of the 
Federal Advisory Committee Act, Pub. 
Law 92-463. notice is hereby given that 
the U.S. Army Medical Research and 
Development Advisory Panel will meet 
from 0900 hours to 1600 hours on Jan¬ 
uary 8, 1976 in Room 5E069. James V. 
Forreslal Building. 10th and Independ¬ 
ence Avenue. Southwest, Washington, 
D.C.20314. 

The agenda includes discussion of cur¬ 
rent developments in the Army Medical 
Department Research, Development, 
Test and Evaluation Program. 

The meeting is open to the public; 
however, space accommodations are lim¬ 
ited. Persons wishing to attend should 
advise the Executive Secretary, in writ¬ 
ing prior to the meeting, at the follow¬ 


1 Amends notice published st 40 FR 
64207. 


ing address: U.S. Army Medical Re¬ 
search and Development Command, 
Forrestal Building, Room 8G091. * -sh- 
lngton. D.C.'20314. 

Dated: December 1.1975. 

By authority of the Secretary of the 
Army: 

Robert O. Flowers. Jr„ 

Lt. Colonel . U£. Army , 
Chief , Plans Office . TAGO. 

|FR Doc.75-32938 Filed 12-5-75:8:45 am] 


DEPARTMENT OF JUSTICE 

IMPORTATION OF CONTROLLED 
SUBSTANCES 

Notice of Application 

Pursuant to Section 1008 of Uie Con¬ 
trolled Substance Import and Export Act 
(21 UJB.C. 858(h)), the Attorney Gen¬ 
eral shall, prior to issuing a registration 
under this section to a bulk manufac¬ 
turer of a controlled substance in sched¬ 
ule I or 1L and prior to issuing a regula¬ 
tion under section 1002(a) authorizing 
the importation of such a substance, pro¬ 
vide manufacturers holding registrations 
for the bulk manufacture of the sub¬ 
stance an opportunity for a hearing. 

Therefore in accordance with i 1311.42 
of Title 21. Code of Federal Regulations, 
notice is hereby given that on July 25, 
1975, Biomedical Research Branch. Divi¬ 
sion of Research. National Institute on 
Drug Abuse, DHEW, 11400 Rockville 
Pike, Rockwall Building. Rockville. 
Mankind 20852, made application to the 
Drug Enforcement Administration to be 
registered as an importer of the basic 
classes of controlled substances listed 
below: 

Drug: Schedule 

Tetrahydrocannabinol* __ I 

Marihuana __ I 

Lysergic Add Diethylamide__ I 

Ftonltozene _ I 

Psilocybin _ I 

Psllocyn ___ I 

3,4-methyIenedloxy amphetamine. I 
5 - methoxy - 3.4 - methylcncdloxy 
amphetamine ..........__ I 

3.4.5- trtmethoxy amphetamine_ I 

Bufotenine __ I 

Dimethyl tryptamlne _ I 

4 - mothyl-3.6-dimcthoxynmph©ta- 

mine _..... I 

2.5- dlmethoxyamphetamlne _ I 

4 - brorno -2.5-dlmethoxyampbeta- 

mlne ....._..._....... I 

4-mcthoxyamphctamlne ... I 

Amphetamine _ II 

Dlprenorphlne __*_ II 

Etorphlne Hydrochloride_ II 

Pursuant to section 1008 of the Con¬ 
trolled Substance Act (21 U S.C. 958(h)), 
and in accordance with 8 1311.42(a) of 
Title 21 of the Code of Federal Regula¬ 
tions (CFR). notice is hereby given that 


the above company made application to 
the Drug Enforcement Administration to 
be registered as an importer of the basic 
classes of controlled substances indi¬ 
cated. As to each basic class of controlled 
substances listed above for which appli¬ 
cation for registration has been made, 
any other applicant therefor, and any 
existing bulk manufacturer registered 
therefor, may file written comments 
on or objections to the issuance of 
such registration and may, at the same 
time, file a written request for a hearing 
on such application in accordance with 
21 CFR 1301.54 In such form as pre¬ 
scribed by 21 CFR 1316.47. Such com¬ 
ments. objections and requests for a 
hearing may be Hied no later than Jan¬ 
uary 9. 1976. 

Comments and objections may be ad¬ 
dressed to the Hearing Clerk. Office of 
Administrative Law Judge, Drug En¬ 
forcement Administration. Room 1130, 
1405 Eye Street NW.. Washington, D.C. 
20537. 

This procedure is to be conducted si¬ 
multaneously with and independent of 
the procedures described in 21 CFR 1301.- 
42 (b). (c). (d>. (e) and (f). As noted 
in a previous notice at 40 FR 43745-46 
(September 23, 1975). all applicants for 
registration to import a basic class of 
any controlled substance in Schedule I 
or IT are and will continue to be required 
to demonstrate to the Acting Adminis¬ 
trator of the Drug Enforcement Admin¬ 
istration that the requirements for such 
registration pursuant to 2! UB.C. 958(a). 
21DB.C. 823(a),and 21 CFR 1311.42 (a), 
(b), (c), (d), (e) and (f) are satisfied. 

Dated: November 28.1975. 

Jerry N. Jew son. 

Acting Administrator , 
Drug Enforcement Administration. 

|FR Doc.75^32029 Filed 12-5-76:8:45 &m| 


Law Enforcement Assistance 
Administration 

NATIONAL ADVISORY COMMITTEE ON 
CRIMINAL JUSTICE STANDARDS AND 
GOALS 

Meeting 

Tills is to provide notice of meeting of 
the Juvenile Delinquency Task Force 
of the National Advisory Committee on 
Criminal Justice Standards and Goals. 

The Juvenile Delinquency Task Force 
will be meeting in New Orleans, Louisi¬ 
ana on January 9 and 10, 1976 at the 
Bourbon Orleans Hotel. 717 Orleans 
Street, New Orleans. Louisiana. The 
meeting will be open to the public. 

Items on the agenda are: 

1. Discussion of issues and comparative 
analyses in juvenile correction. 
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2. Presentation of standards and com¬ 
mentary in Delinquency Prevention. 

3. Presentation of comparative analy¬ 
ses, standards and commentary for 
adoption on Abuse and Neglect. 

4. Presentation of standards and com¬ 
mentary for adoption on Juvenile Rec- 
cial, Non-Judicial Officers. 

0. Presentation of standards and 
ords. Role of Defense Counsel and Judi- 
commcntary for Management Informa¬ 
tion. Planning and Evaluation. 

6. Presentation of standards and 

commentary for Families in Need of 
Service. J „ u 

7. Outlines on Corrections and Police 


sections for review. 

8. Chairman and Executive Director s 
report. 

9. Adoption of minutes of October 31/ 
November 1,1975 meeting. 

10. Response from audience. 

Meeting Times: January 9—8:30 a m.- 

8 p.m.: January 10—8:30 a.m.-2:30 pjn. 

For further Information, contact 
Richard Vanduizend. General-Attorney. 
National Institute of Juvenile Justice 
Delinquency Prevention. 633 Indiana 
Avenue. NW„ Washington, DC. 


Gerald H. Yamada, 
Attorney-Advisor, 
Office of General Counsel. 
JFR Doc.75 32942 Filed 12-5-75.8:45 am] 


NATIONAL ADVISORY COMMITTEE ON 
CRIMINAL JUSTICE STANDARDS AND 


GOALS 


Meeting 


This is to provide notice of meeting 
of the Private Security Task Force of the 
National Advisory Committee on Crimi¬ 
nal Justice Standards and Goals. 

The Private Security Task Force will 
be meeting In New Orleans, Louisiana on 
January 8, 9. and 10, 1976 at the Malson 
Dupuy Hotel, 1001 Toulouse Street. New 
Orleans. Louisiana. The meeting will be 
open to the public. 

Discussion will focus on: 

1. Report on National Advisory Com¬ 
mittee Meeting; and 

2. Review and vote on proposed Stand¬ 
ards and Goals. 

Meeting Times: January 8—1 p.m.-5 
p.m.; January 9—9 ajn.-5pjn.; Janu¬ 
ary 10—9 a.m.-Noon. 

For further information, contact 
William T, Archey, Director, Policy 
Analysis Division, Office of Planning and 
Management 633 Indiana Avenue. NW., 
Washington. D.C. 


Gerald H. Yamada. 

A ttomey-Advisor, 
Office of General Counsel. 
|FR Doc.75'32943 Filed 12-5-73;8:45 am) 


DEPARTMENT OF THE INTERIOR 

Bureau of Outdoor Recreation 

IINT DES 75-58| 

NEW WILD AND SCENIC RIVER STUDY 

Availability of Draft Environmental 
Statement 

Pursuant to section 102(2X0 of the 
National Environmental Policy Act of 


1969. the Department of the Interior has 
prepared a draft environmental state¬ 
ment regarding the wild and scenic river 
study of the New River, North Carolina, 
and Invites written comments within 
forty-five (45) days of this notice. Com¬ 
ments from interested members of the 
public should be addressed to the Re¬ 
gional Director. Southeast Region, Bu¬ 
reau of Outdoor Recreation. 148 Cain 
Street, Atlanta. Georgia 30303. 

The environmental statement consid¬ 
ers the probable impact of establishing 
26.5 miles of the New River and its South 
Fork as a component of the National 
Wild and Scenic River 8ystem to be ad¬ 
ministered by the State of North Caro¬ 
lina. 

Copies of the draft statement arc 
available for Inspection at the following 
locations: 

Offlc* of Information. Bureau of Outdoor 
Recreation. Room 4427*. Department of the 
Interior, Washington, D.C. 20240. Tele¬ 
phone: (202) 343 6728. 

Mr. J. Phil Bennington. Clerk of the Circuit 
Court. Grayson County. Independence. 
Virginia 24348, Telephone: (703 ) 773-7231. 
Mr. Robert Lee, Region D. Council of Ooe- 
cmmcnU, Executive Arte Building, Fur¬ 
man Road. Boone. North Carolina 28607. 
Telephone: (704) 264-5558. 

Ashe County. Ashe County Board of Com¬ 
missioners Office, c/o Mr. Roy Taylor, Jef¬ 
ferson. North Carolina 28640. 

Clerk of the Court, Alleghany County, o/o 
Mr. Glenn Buslc. Alleghany Courthouse. 
Sparta. North Carolina 28676. Telephone: 
(919) 373 8949 

Office of Regional Director. Bureau of Out¬ 
door Recreation. 148 Cain 8treet, Atlanta. 
Ocorgla 30303. Telephone: (404 ) 526-4405. 
Mr. Arthur W. Cooper. Assistant Secretary, 
Department of Natural and Economic Re¬ 
sources. Box 27687. Raleigh. North Caro¬ 
lina 27611. Telephone: (910 ) 829 4984 


Mr. Joe Robertson. Director. Regional Office. 

Department of Natural and Economic Re¬ 
sources. 2528 Vest MU1 Road. Winston 

Salem. North Carolina 27103, Telephone: 

(919) 765-6300. 

Single copies are available to the pub¬ 
lic and may be obtained by writing to 
the regional Director. Bureau of Out¬ 
door Recreation, Southeast Region. 148 
Cain Street, Atlanta. Georgia 30303. 
Please refer to the statement number 
shown above. 

Dated: November 28. 1975. 

Stanley D. Doremtts, 
Deputy Assistant Secretary 
of the Interior 

|FR Doc 75-32941 Filed 12-5-75:8 45 am) 


Ffsh and Wildlife Service 

COYOTE DAMAGE CONTROL: CATTLE, 
SHEEP AND GOATS 

Report on Emergency Use of M-44 Devices 

Notice Ls hereby given on the emer¬ 
gency use of M-44 devices by the De¬ 
partment of Interior's operational preda¬ 
tor damage control program for the 
month of September. This use Is In com¬ 
pliance with the experimental use per¬ 
mit (No. 6704-EXP-GO) issued by the 
Environmental Protection Agency pur¬ 
suant to Section 5 of the Federal In¬ 
secti cide, Fungicide, and Rodenticide 
Act (FIFRA) as amended (7 U.8.C. 135- 
135k). and in accordance with 40 CFR, 
part 162 19. os promulgated in the Fed¬ 
eral Register on January 31. 1974 (39 
FR 3939). This report Is made pursuant 
to Federal Register notice of June 20, 
1974 (39 FR 22166). 

Actual M-44 use for September 1975 is 
as follows. 


M -4 k Emergency use—September 1915 


State 

Number of 
countka 

NtimlMr of 

ranch** 

Numbrr of 
eat Ur, 
and root* 
protected 

Nam bar of 

M 4t ’» u**rd 

» » .... •••« »♦»♦»«« 

3 

23 

S.M7 

852 

Montana......—.....— 

M 

24 

17.HJ7 

m 

Ncntd*. ....—.......... 

l 

I 

1,000 

40 

N*W ••••• ^ 

12 

28 

15,017 

«0 

Orefon.. ..a................ 

t 

91 

3.0*1 

m 

X t* 1 . a m 9 m ••••»»• • • • • a • • •• 

79 

I2S 

33. (Ml 

i.noo 

UtJlh ^ ..... ♦ 

a 

12 

11,412 

112 

Wy online.... 

2 

4 

2,251 

N 

Total. ——.... ........... 

75 

245 

V0.44V 

3.244 


One or more coyotes were taken with 
this device on 100 of the 245 emergency 
areas, but losses were not necessarily 
halted In each case. During this month, 
226 coyotes were taken by this device. 
Other species taken with the device dur¬ 
ing this period Include 22 red foxes, 1 
gray fox. 2 feral dogs. 5 raccoons. 17 
opossums. 3 skunks, and 1 domestic dog. 

All of the above use of M-44 devices 
as a supplemental tool to attempt to 
resolve coyote depredation on cattle, 
sheep and goats was conducted by 
trained Service personnel In accordance 
with the “Procedure For Advance Identi¬ 
fication and Approval of Areas For the 
Possible Emergency Use of Sodium Cya¬ 
nide Delivered by the M-44 Device for the 
Control of Depredating Canids. M as It 


appears In the Federal Register, Volume 
39, No. 120 — Thursday. June 20. 17974. 

Qeorgc W. Miles, 

Acting Director , 

Fish and Wildlife Service, 

December 2.1975. 

(FR Doc.75-32940 Filed 12-5-75:8:45 am| 


Geological Survey 
MID ATLANTIC AREA 
Proposed OCS Order 

Notice is hereby given that the Geo¬ 
logical Survey is proposing OCS Orders 
for the Mid Atlantic Area. For purpose 
of these Orders, the Mid Atlantic Area 
shall Include those lands subject to Fed¬ 
eral OCS oil and gas leasing In that 
part of the Mid Atlantic Ocean from 
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southern New York to the southern port 
of Virginia. 

By 39 FR 191, October 1. 1974, the 
Geological Survey announced Its Inten¬ 
tion to develop operating Orders for the 
Atlantic OCS Area and solicited com¬ 
ments and suggestions concerning pro¬ 
posed OCS Orders by November 1, 1974. 
Comments have been received end con¬ 
sidered. 

In view thereof, the following operat¬ 
ing Orders are being proposed and con¬ 
sistent with current procedures of tho 
Geological Survey, comments and sug¬ 
gestions are solicited as to the content 
of these proposed Orders. 


3. Identification of Wells. The OCS lease 
and well number shall be painted on. or a 
sign affixed to. each singly completed well. 
In multiple completed wells each completion 
shall be Individually identified at the well 
head. AU identifying signs shall be main¬ 
tained in a legible condition. 

4. Identification of Subsea Objects. Any 
subsea object presenting a hazard to naviga¬ 
tion resulting from lease operations shall be 
Identified In accordance with appropriate 
U.8. Coast Ouard regulations. 

Harry A- DuPont. 

Area Oil and Gat Supervisor. 

Approved: 

Russxu. G Wavxand, 

Chief, Conservation Division . 


OCS Order No. 1: Marking of Wells. Plat¬ 
forms. and Structure^. 

OCS Order No. 2: Drilling Procedures. 

OCS Order No. 3: Plugging and Abandon¬ 
ment of Wells. 

OCS Order No 4: Suspensions and De¬ 
termination of Well Produclbillty. 

OCS Order No. 6: Subsurfaoe Safety De¬ 
vices. 

OCS Order No. 7: Pollution and Waste 
Disposal. 

OCS Order No. 12: Public Inspection of 
Records. 

OCS Orders No. C. 8. 9. 11, and 13 are 
being drafted and will be published at a 
later date. 


Interested persons may submit writ¬ 
ten comments and suggestions to the Di¬ 
rector. U.S. Geological Survey. National 
Center. 12201 Sunrise Valley Drive, Ftes- 
ton. Virginia 22092, on or before Feb¬ 


ruary 15.1976. 


V. E. McKixvrr, 

Director. 


Mid - Atlantic OCS Owmex No. I 


Effective- 

MARKING or WILLS, rUTTOSSS, AND 
STRUCTURES 

This Order is established pursuant to the 
authority prescribed in 3 0 CFR 250.11 and in 
accordance with 30 CFR 25031. 

The operator shall comply with the follow¬ 
ing requirements All departures from the re¬ 
quirements specified In this Order must be 
approved pursuant to 30 CFR 250.12(b). 

1. Identification of Fixed Platforms or 
Structures. Platforms and structures shall 
be Identified at two diagonal cornera by a 
sign with letters and figures not less than 
30.5 centimetres (12 Inches) In height with 
the following information: The name of leave 
operator, the block number In which the 
platform or structure is located, the area 
name shown on OCS Official Protraction Dia¬ 
grams (or, where no name has been assigned, 
the Protraction Diagram number), and the 
platform or structure designation. The in¬ 
formation shall be abbreviated as In the fol¬ 
lowing example: 

•The Blank Oil Company operates "C" 
platform on Block 999 of the Salisbury Area** 

The identifying sign on the platform would 
show: ‘ BOC-999-Sal.-C.** 

X Identification of Sonflxed Platforms or 
Structures. Floating semi-submersible plat¬ 
forms. bottom-setting mobile and floating 
drilling ships shall be Identified by one sign 
with letters and figures not lees than 30.5 
centimetres (12 inches) In height affixed to 
the derrick so as to be visible from off the 
vessel and containing the following Informa¬ 
tion: The name of the lease operator, tho 
block number, the area designation based on 
OCS Official Leasing Maps, tbe OCS lease 
number, and the well number. 


Mid-Atulnttc OCS Oxom No. 2 
Effective____ 


This Order la establishe d pu rsuant to the 
authority prescribed in 30 CFR 250.11. All ex¬ 
ploratory and development weUs drilled for 
oil and gas shall bo drilled In accordance with 
30 CFR 250.34, 250.41, 250,91, and the provi¬ 
sions of this Order which shall continue in ef¬ 
fect until field drilling rules are Issued When 
sufficient geologic and engineering informa¬ 
tion Is obtained through exploratory drilling, 
operators may make application or the Area 
Supervisor may requtre an application for 
the establishment of field drilling rules After 
field drilling rules have been established by 
the Area Supervisor, development wells shall 
be drilled in accordance with such rules. 

All wells drilled under the provisions of 
this Order shall have been Included in an 
exporatory or development plan for the lease 
as required under 30 CFR 250.34. Each Appli¬ 
cation for Permit to Drill (Form 9-331C) 
shall Include all information required under 
30 CFR 250.91. and shall include a notation 
of any proposed departures from the require¬ 
ments of this Order. All departures from tbe 
requirements specified In this Order shall 
be subject to approval pursuant to 30 CFR 
250.12(b). 

Tbe operator »ha!l comply with the follow¬ 
ing requirements. All applications for ap¬ 
proval under the provisions of this Order 
shall be submitted to the appropriate Dis¬ 
trict Supervisor. References in this Order to 
approvals, determinations; or requirements 
ore to those given or made by the Area Super¬ 
visor or hte delegated representaUve. 

1. Welt Casing and Cementing. All wells 
shall be caned and cemented In accordance 
with the requirements of 30 CFR 260.41(a) 
(1), and the Application for Permit to Drill 
shall Include the casing design safety factors 
for collapse, tension, and burst. In cases 
where cement has filled the annular space 
back to the ocean floor, the cement may be 
washed out or displaced to a depth not ex¬ 
ceeding 12 2 metres (40 feet) below the ocean 
floor to facilitate casing removal upon well 
abandonment For the purpose of this Order, 
the several casing strings In order of normal 
Installation are drive or structural, conduc¬ 
tor. surface, intermediate, and production 
casing. 

For the surface, intermediate, and produc¬ 
tion casing strings. If there are indications of 
Improper cementing such as lost returns, 
cement channeling, or mechanical failure of 
equipment, the operator shall recement or 
make the necessary repairs and run a tem¬ 
perature or cement bond log to verify that 
the casing has been adequately cemented. 

The design criteria for all wells shall con¬ 
sider all pertinent factors for well control, in¬ 
cluding formation fracture gradients and 
pressures and casing setting depths. All cas¬ 


ing, except drive pipe, shall conform to the 
specifications contained In **API Spec 5A— 
Casing, Tubing, and Drill Pipe." and shall be 
new pipe or reconditioned used pipe that has 
been tested to Insure that It will meet API 
specifications for new pipe. 

A. Driwe or Structural Casing. This casing 
shall be set by drlltlng. drlvtng. or jetting to 
a minimum depth of 30.5 meters (100 feet) 
below the ocean floor or to such greater 
depth required to support unconsolidated 
deposits and to provide hole stability for ini¬ 
tial drilling operations. If this portion of the 
hole is drilled, the drilling fluid shall be of 
a type that is In compliance with the liquid 
disposal requirements of OCS Order No 7. 
and a quantity of cement sufficient to fill the 
annular space back to the ocean floor shall 
be used. 

B. Conductor and Surface Casing. Casing 
design and setting depths shall be baaed 
upon all engineering and geologic factors. In¬ 
cluding the presence or absence of hydro¬ 
carbons or other potential hazards and water 
depths. 

(1) Conductor Casing. This casing shall be 
set at a depth in accordance with paragraph 
!B(3) below. A quantity of cement sufficient 
to fill the annular space back to the ocean 
floor shall be used. 

(2) Surface Casing. This casing shall be 
set at a depth In accordance with paragraph 
1B(3) below and cemented In a manner nec¬ 
essary to protect all freshwator sands and 
provide well control until the next suing of 
casing Is set. 

This casing shall be cemented with a 
quantity sufficient to HU the calculated an¬ 
nular space to at least 457.2 metres (1.600 
feet) above the surface casing shoe and at 
least 61 metres (200 feet) Inside the con¬ 
ductor casing or as approved by the District 
Supervisor After drilling a maximum of 80.5 
metres (100 feet) below the surface casing 
shoe, a pressure test shall be obtained to aid 
In determining a formation fracture gradient 
either by testing to formation teak-off or by 
testing to a predetermined equivalent mud 
weight. The results of this test and any sub¬ 
sequent tests of the formation shall be 
recorded on the driller's log and used to de¬ 
termine the depth and maximum mud 
weight to be used In drilling the interme¬ 
diate hole. 

(8) Conductor and Surface Casing Setting 
Depths . These strings of cosing shall be set 
at the depth specified below, subject to ap¬ 
proved variation to permit the casing to be 
set in a competent bed. or through forma¬ 
tions determined desirable to be isolated 
from the well by pipe for safer drilling opera¬ 
tions; provided, however, that the conductor 
casing shall be set immediately prior to dril¬ 
ling Into formations known to contain oh 
or gas. or. If unknown, upon encountering 
such formations. Three casing strings shall 
be run and oemented prior to drilling below 
the specified setting depths. For those wells 
which may encounter abnormal pressure or 
conditions and for the Initial wells In an 
area, the District Supervisor may prescribe 
an additional casing string and the exact 
setting depths. Except as otherwise may be 
prescribed, conductor casing setting depths 
shall be between 91 4 metres (300 feet) and 
304.8 metres (1.000 feet) (TVD below ocean 
floor), and surface caning setting depths 
shall be botwoen 304A metres (1.000 feet) 
and 1,371.6 metres (4,500 feet) (TVD below 
ocean floor). 

Engineering, geophysical, and geologic 
data used to substantiate the proposed set¬ 
ting depths of the conductor and surface 
casings (such as estimated fracture 
gradients, pare pressures, shallow hazards, 
etc.) shall be furnished with the Applica¬ 
tion for Permit to Drill. 
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C, Intermediate Gating. On® or mow 
string* of Intermediate casing shall be set 
when required by anticipated abnormal pres¬ 
sure, mud weight, red I men t, and other weU 
condition*. The proposed retting depth for 
Intermediate ca*lng will be bared on the 
pressure tens of the expcred formation Im¬ 
mediately below the aurface caring »hoe or 
on subsequent pressure testa. 

A quantity of cement sufficient to oorer 
and Isolate all hydrocarbon rone* and to 
Isolate abnormal pressure Interval* from 
normal pressure interval* ahal! be used. If a 
liner U used as an Intermediate string, the 
cement shall be tested by a fluid entry or 
pressure test to determine whether a seal 
between the liner top and next larger string 
has been achieved. The test shall be recorded 
on the driller** log. When such liner is used 
as production caring. It shall be extended to 
the surface and cemented to avoid surface 
ca*lng being used as production caging. 

D Production Casing. This string of casing 
shall be set before completing tho well for 
production- It shall be cemented In a man¬ 
ner necessary to cover or isolate all zones 
which contain hydrocarbons, but In any case, 
a calculated volume sufficient to fill the an¬ 
nular space at least 152.4 metres (BOO feet) 
above the uppermost producible hydro¬ 
carbon rone must be used. When a liner Is 
ti^ed as production eadng, the testing of the 
the real between the liner top and the next 
larger string rhatl be conducted os In the 
case of Intermediate liners. The teat shall be 
recorded on the chiller's log. 

K. Prttsure Testing of Casing Prior to drill¬ 
ing the plug after cementing, all casing 
strings, except the drive or structural casing, 
shall be pressure-tested as shown In the table 
below. The test pressure shall not exceed the 
Internal yield prroure of the casing The sur¬ 
face cosing shall be tested with water in the 
top 100 feet or the casing. If the pressure 
decline* more than 10 percent In 30 minutes, 
or If there la other indication of a leak, cor¬ 
rective measures shall be taken until a aatla- 
tact ory teat Is obtained. 

Minimum surface 
pfessurt 

14.1 Kg cm* (200 
pal). 

70 3 Kg/cm* < 1000 
pel) • 

105.45 Kg'em* (1500 
pd) or 0 040 Kg/ 
cjnVm (0 2 pel/ 
ft.), whichever is 
greater. 

After cementing any of the above airings, 
drilling shall not be commenced until a time 
lapse of eight hours under pressure for con¬ 
ductor casing string or 12 hours tinder pres¬ 
sure for all other strings. Cement ia consid¬ 
ered under pressure If one or more float 
valves are employed and shown to be holding 
the cement In place or when other means of 
holding pressure Is med. All casing pressure 
tests shall be recorded on the driller's log. 

F. Directional Surrey*. Wells are consid¬ 
ered vertical If inclination does not exceed 
an average of three degrees from the vertical. 
Inclination surveys shall be obtained on all 
vertical wells at intervals not exceeding 
152.4 metres (600 feet) during the normal 
course of drilling. 

Wells are considered directional If Inclina¬ 
tion exceeds an average of three degrees from 
tbs vertical. Directional surveys giving both 
Inclination and azimuth shall be obtained on 
all directional wells at Intervals not exceed¬ 
ing 152.4 metres (500 feet) during the normal 
course of drilling and at Intervals not ex¬ 
ceeding 305 metres (100 feet) In all angle 
change portions of the bole. 


On both vertical and directional well* 
directional surveys giving both inclination 
and azimuth shall be obtained at intervals 
not exceeding 152.4 metres (500 feet) prior 
to. or upon, setting surface or intermediate 
ca ing. liner*, and at total depth 

Composite directional surveys shall be filed 
with the District Supervisor, The interval 
shown will be from the bottom of conductor 
casing, or. in the absence of conductor cas¬ 
ing, from the bottom of drive or structural 
cosing to total depth. In calculating all sur¬ 
veys, a correction from true north to Uni¬ 
versal Transverse Mercator-Grtd north shall 
be made after making tho magnetic to true 
north correction. 

2 Blowout Prevention Equipment. Blowout 
preventers and related well-control equip¬ 
ment ahal] be installed, used, and tooted In 
a manner necessary to prevent blowouts. 
Prior to drilling below the drive pipe or 
structural casing and until drilling opera¬ 
tions are completed, blowout prevention 
equipment shall be Installed and maintained 
ready for use tm follows: 

A. General Requirement*. 

(1) Blotcout Preventer Equipment. Blow¬ 
out prevention equipment shall combat of an 
annular and the specific number of rain- 
type preventers, one of which shall contain 
a blind-shear ram The pipe rams shall be of 
proper ilf? to fit the pipe in use. The bore of 
all preventers and •'pools shall be of sufficient 
also to accommodate the largest equipment 
that l* expected to be run Into the casing be¬ 
low the preventers. The working pressure of 
any blowout preventer shall exceed the max¬ 
imum anticipated surface pressure to which 
It may be subjected. 

All preventers shall be equipped with: 

(a) A hydraulic actuating system that pro¬ 
vider sufficient accumulator capacity to cloeo 
all blowout prevention equipment units with 
a 50 percent operating fluid reserve at 84.4 
Kg/cm f (1200 pal). A high pressure nitrogen 
or accumulator back-up system shall be pro¬ 
vided with sufficient capacity to close all 
blowout preventers and hold them closed 
Locking devices shall be provided on the ram- 
type preventers. 

(b) An operable remote blowout-pre¬ 
venter-control station shall be provided, in 
addition to the one on the drilling floor. 

(e) A drilling spool with aide outlets, tf 
side outlets are not provided In the blowout 
preventer body, shall be Installed to provide 
for a kin line and choke manifold. An auxil¬ 
iary connection for an emergency kill or 
choke line shall be provided below auy 
preventer that Is In uco and not located on 
the sea floor. 

(d) A kill line with a master valve located 
next to the well. This valve shall not be uaed 
for normal Opening or closing on flowing 
fluids. The kill line ah all have at least one 
control valve In addition to the master valve. 

(e) A choke manifold equipped with a 
hydraulic control valve, a master valve, three 
adjustable chokes of which one shall be a 
hydraulic adjustable choke, and an accurate 
procure gauge. The choke manifold outlets 
shall be connected In such a manner that the 
w?l! fluids m\y be directed to production 
facilities cr emergency storage. 

(f) A All-up line. 

(g) The annular type preventer shall be 
equipped for automatic actuation In case of 
failure of the control system. 

(h) All valve?, pipe, and fittings that can 
be exposed to pressure from the wellbore 
shall be of a pre«vure rating at least equal to 
that of the blowout-prevention equipment, 

(2) Auxiliary Equipment. The following 
auxiliary equipment shall also be provMed: 

(a) A top kelly cock shall be Installed be¬ 
low the swivel, and an essentially full-open¬ 
ing kelly cock of such design that It can be 


Casing 

Conductor- 

Surface—~—- 

Intermediate. Liner, 
and production. 
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rim through blowout preventers r.hall be 
Installed at the bottom of the kelly. 

(b) An inside blowout preventer and a 
full opening drill string safety valve In the 
open position shall be maintained on the 
rig floor at all times while drilling operations 
are being conducted. Valves shall be main¬ 
tained on the rig floor to At all pipe that ta 
in the drill string. A safety valve shall be 
available on the rig floor assembled with the 
proper connection to flt the cosing string 
that Is being run tn the hole. 

(c) A socket-type full-opening safety valve 
that Is capable of being dropped over any 
drill pipe tool Joint In use shall be main¬ 
tained on the rig floor re^dy for use. 

B. Drive Pine or Structural Casing. Be¬ 
fore drilling below tbla string. at'lejst ono 
remotely controlled, annular-type blowout 
preventor or procure-rotating, pack-off-type 
head and equipment for circulating the drill¬ 
ing fluid to t*e drilling structure or vrasel 
shall be Installed. 

When the hjowout preventer system Is cn 
the ocean floor, the choke and kill Unea or 
equivalent vent lines, equipped with neces¬ 
sary connections and fittings, shall be uaed 
for dtvoraloxu An annuDr preventer or pres¬ 
sure-rotating pack-off-type head, equipped 
with suitable diversion tines aa described 
above and Installed on top of Ihc marine 
riser, to permit the diversion of hrdrocarbona 
and other fluids, may be utilized for diver¬ 
sion, The diverter system providing at least 
the equivalent of two 15.2 centimetre (fl¬ 
inch) lines (or equ*vslent In Internal cross- 
sectional ares) and Tull-open or butterfly 
valves shall be Installed In order to permit 
the full diver? ion of hydrocarbons and other 
fluids. The diverter system shall be equipped 
with automatic, remote-controlled valve* 
which open prior to shutting In the well, with 
at least two lines venttng in different direc¬ 
tions to accomplish downwind diversion. A 
schematic diagram and operational proce¬ 
dure for the diverter system shall be sub¬ 
mitted with the Application for Permit to 
Drill (Farm D-33JC) to the District Super¬ 
visor for approval 

In drilling operations where a floating or 
rem!-submersible type of drilling vessel In 
nned and formation competency at the struc¬ 
tural casing setting depth la not adequate to 
permit circulation of drilling fluids to the 
vmw 1 whits drilling conductor hole, a pro¬ 
gram which provides for safety in throe 
operations shall be described and submitted 
to the District Runerviaor for approval. TT»la 
program shall Include all known pertinent 
and relevant Information. Including seismic 
and geologic data, wnter depth, drilling-fluid 
hydrostatic pressure, schematic din gram 
from rotary table to proposed conductor cas¬ 
ing seat, and contingency plan for movJng 
off location. In all areas where shallow haz¬ 
ards or hydrocarbons are unknown. atomic 
data shall be obtained, ard a small-diameter 
Initial pilot hole from the bottom of drive 
or structural caning to proposed conductor 
casing seat shall be drilled to aid In deter¬ 
mining the presence or absence of these 
hazards. 

C. Conductor Casing. Before drilling below 
this string, at least o^c remotely con Imped, 
annulxr-tvne blow-out preventer and equip¬ 
ment for circulating the drilllrg fink! to :be 
drilling "tructure or vm*l shall be Installed. 
A diverter syrTem as described In paragraph 
2B above shall be Installed 

D. Surface Casing Before drilling below 
this string, the blowout prevention equip¬ 
ment shall lnctude a minimum of: (1) 
three remote-controlled, hydraulically op¬ 
erated blowout preventers. Including one 
equipped with pipe rams, one with blind 
shear rams, and one annular type; (2) a 
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drilling spool with side outlets, If Aids out* 
lets are not provided in the blowout pre¬ 
venter body; (3) a choke line and manifold; 

(4) a kill line separate from choke line; and 

(5) a 011-up line. 

E. Intermediate Casing. Before drilling 
below this string, the blowout prevention 
equipment shall Include a minimum of: (I) 
four remote-controlled, hydraulically op¬ 
erated blowout preventers with a working 
pressure which exceeds the maximum antic¬ 
ipated surface pressure, including at least 
two equipped with pipe nuns, one with blind 
shear rams, and one annular type; (2) a drill¬ 
ing spool with sldo outlets. If aide outlets 
are not provided In the blowout preventer 
body; (3) a choke line and manifold; (4) a 
kill line separate from choke line; and (5) 
a ail-up line. 

F. Testing. 

(1) Pressure Test. Ram-type blowout pre- 
vouters and related control equipment shall 
be tested to the rated working pressure of 
the stack assembly, or at the working pres¬ 
sure of the casing, whichever Is the leaser. 
Annular-type preventers shall be tested to 
70 percent of these pressure requirements. 
They shall be tested: (a) when installed, 

(b) before drilling out after each string of 
casing is set, (c) not less than once each 
week from each of the control stations, and 
(d) following repairs that require discon¬ 
necting a pressure seal In the assembly. 

(2) Actuation. While drill pipe la in use. 
the ram-type blowout preventers equipped 
with pipe rams shall be actuated while out 
of the hole, onco each trip. If a tapered drill 
string is In use. the smaller sire pipe rams 
■hall be actuated on the appropriate size 
pipe, once each trip. Accumulators or ac¬ 
cumulators and pumps shall maintain a 
pressure capacity reserve at ail times to pro¬ 
vide for repeated operation of hydraulic pre¬ 
venter*. An operable remote blowout- 
proven tor-control station shall be provided 
In addition to the one on the drilling floor. 
Each control station shall be checked for 
proper operations weekly, lu conjunction 
with the pressure test, 

(3) Drills. A blowout prevention drill shall 
be conducted weekly for each drilling crew 
to insure that all equipment is operational 
and that crews are properly trained to carry 
out emergency duties. 

(4) Records. All blowout preventer tests 
and crew drills shall be recorded on the 
driller's log. 

3. Uud Program. The characteristics, use. 
and testing of drilling mud and the conduct 
of related drilling procedures shall be such as 
are necessary to prevent the blowout of any 
well. Quantities of mud materials sufficient to 
insure well control shall be maintained read¬ 
ily accessible for use at all times. 

A. bind Control. Before starting out of the 
hole with drill pipe, the mud shall be prop¬ 
erly conditioned. Proper conditioning re¬ 
quires either circulation with the drill pipe 
Just off bottom to the extent that the an¬ 
nular volume Is displaced, or proper docu¬ 
mentation In the drUlei's log prior to pulling 
the drill pipe that: (1) there was no Indica¬ 
tion of Influx of formation fluids prior to 
starting to pull the drill pipe from the hole. 
(2) the weight of the returning mud Is not 
teas tlion the weight of the mud entering the 
hole, and (3) other mud properties recorded 
on the daily drilling log are within the speci¬ 
fied ranges at the stage of drilling the hole 
to perform their required functions. In those 
oases when the hole Is circulated, the driller's 
log shall be so noted. 

When coming out of the hole with drill 
pipe, the annulus shall be filled with mud 
before the mud level drrpe 30 3 metres (100 
feet). A mechanical device for measuring the 
amount of mud required to fill the hole shall 
be util Used, and any time there Is an Indica¬ 


tion of swabbing, or Influx of formation 
fluids, the necessary safety devices and action 
shall be employed to control the well. The 
mud shall not bo circulated and conditioned, 
except on or near bottom, unless well condi¬ 
tions prevent running the drill pipe back to 
bottom. The mud in the hole shall be cir¬ 
culated or rdVcrse-clrculated prior to pulling 
drill-stem test tools from the hole. 

The hole shall be filled by accurately 
measured volumes of mud. The number of 
stands of drill pipe and drill cotlars that may 
be pulled between the times of filling the 
hole shall be calculated an cl posted. The 
number of barrels and pump strokes required 
to fill the hole for this designated number or 
stands of drill pipe and drill collars shall be 
posted. For each casing string, the maximum 
pressure which may be applied to the blow¬ 
out preventer before controlling excers pres¬ 
sure by bleeding through the choke shall be 
posted near the driller. Drill pipe pressure 
shall be monitored during the bleeding 
procedure for well control. 

An operable degasser shall be Installed In 
tho mud system prior to the commencement 
of drilling operations and shall be main¬ 
tained for use throughout the drilling and 
completion of the well. 

B. Uud Test Equipment. Mud test equip¬ 
ment shall be maintained on the drilling rig 
at all times, and mud testa shall be per¬ 
formed dally, or more frequently as condi¬ 
tions warrant. The following mud-system 
monitoring equipment shall be Installed 
(with derrick floor Indicators) and used at 
the point In the drilling operation when mud 
returns are established and throughout sub¬ 
sequent drilling operations: 

(1) Recording raud pit level Indicator to 
determine mud pit volume gains and looses. 
This Indicator shall Include a visual and 
audio warning device. 

(ft) Mud volume measuring device for ac¬ 
curately determining mud volumes required 
to fill the hole on tripe. 

13) Mud return Indicator to determine that 
returns essentially equal the pump discharge 
rate. 

(4) Osv-detecting equipment to monitor 
the drilling mud returns. 

C. Mud Quantities. The operator shall 
state In the Application for Permit to Drill 
the minimum quantities of mud material. 
Including weighting material, to be main¬ 
tained at the drill site for emergency use. 
Dally Inventories of mud materials. Includ¬ 
ing weighting material, shall be recorded and 
maintained at the drill site. Drilling opera¬ 
tions shall be suspended in the absence of 
approved minimum quantities of mud mate¬ 
rials for emergency use. 

4. Well Control Surveillance and Training. 

A. Surveillance. From the time drilling 
operations are Initiated and until the well 
Is completed or abandoned, a member of the 
drilling crew or the toolpusher shall main¬ 
tain rig floor surveillance at all times, unless 
the well is secured with blowout preventers 
or cement plugs. 

B. Training. Company and drilling-con¬ 
tractor supervisory personnel Including 
drillers shall bo trained In and be knowl¬ 
edgeable of preseat-day well control meth¬ 
ods. The operator shall maintain a reoord 
of such training on the facility. Training 
shall include: 

(1) Abnormal preosure detection methods. 

(2) Well control methods and procedures. 

6 . Hydrogen Sulfide. When drilling opera¬ 
tions are undertaken to penetrate reservoirs 
known or expected to contain hydrogen sul¬ 
fide (H.S), or. If unknown, upon encounter¬ 
ing HjS, the following preventive measures 
shall be taken to control the effects of the 
toxicity, flammability, and oorratlve char¬ 
acteristics of HjS. Alternative equipment or 
procedures that achieve the same or greater 


levels of safety may be approved by the 
District Supervisor. When sulfur dioxide 
(SO,), a product of combustion of H^3. is 
present, the procedures outlined in the ap¬ 
proved contingency plan required in para¬ 
graph 6A(3) of this Order shall be followed. 

A. Personnel Safety and Protection. All 
personnel shall undergo an eardrum exami¬ 
nation before assignment to H,S prone areas. 
Personnel with perforated eardrums shall be 
prohibited from working in an H^9 environ¬ 
ment. 

(1) Training Program. 

(a) All personnel, whether regularly as¬ 
signed. contracted, or employed on an un¬ 
scheduled basis, shall be informed as to the 
hazards of 11,8 and SO,. They shall also be 
instructed in the proper use of personnel 
safety equipment and informed of HjS detec¬ 
tors and alarms, ventilation equipment, pre¬ 
vailing winds, briefing areas, warning sys¬ 
tems. and evacuation procedures. 

(b) Information relating to these oafety 
measures shall be prominently posted on the 
drilling facility and on vessels In the Im¬ 
mediate vicinity which ore serving the drill¬ 
ing facility. 

(c) To promote efficient safety procedures, 
an on-site H^S safety program, which In¬ 
cludes a weekly drill and training session* 
shall be established Records of attendance 
shall be maintained on the drilling facility. 

(d) All personnel In the working crew shall 
have been Indoctrinated In basic first-aid 
procedures applicable to victims of H,S ex¬ 
posure. During subsequent on-site training 
sessions and drills, emphasis shall be placed 
upon rescue and first old for H.S victims. 
Each drilling facility shall have the following 
equipment, and each crew member shall be 
thoroughly familiar with the location and 
use of these items: 

(1) A first-aid kit. 

(11) Resuscitator*. complete with face 
masks, oxygen bottles, and spore oxygen 
bottles. 

(U) A Stokes Utter or equivalent. 

(e) One person, who regularly performs 
duties on the drilling facility, shall be re¬ 
sponsible for the overall operation of the 
on-site safety and training program. 

(2) Visible Warning System. Wind direc¬ 
tion equipment shall be installed at promi¬ 
nent locations to indicate to aU personnel, 
on or in the immediate vicinity of the facu¬ 
lty. the wind direction at all times for deter¬ 
mining safe upwind areas In the event that 
H.S Is present in the stmoephere. 

Operational danger signs shall be displayed 
from each aide of the drilling ship or plat¬ 
form, and a number of rectangular red flags 
■hall be hoisted In a manner visible to water¬ 
craft and aircraft. Each flag shall be of a 
minimum width of three feet and a minimum 
height of two feet. Each sign shall have a 
minimum width of eight feet and a mini¬ 
mum height of four feet, and shall be painted 
a hlgh-vislbiUty yellow color with black let¬ 
tering of a minimum of 30 A centimeter* In 
height (12 inches) Indicating: “DANGER— 
HYDROGEN SULFIDE—H/T'. AU signs and 
flag* shall be Illuminated under conditions 
of poor vUlblUty and at night wheu In use. 
These sign* and flags shall be displayed to 
indicate the following operational condition* 
and requirements: 

(a) Moderate Danger. When the threshold 
limit value of H^S (10 porta per mlUIon) Is 
reached, the signs will be displayed. If the 
concentration of H^3 reaches 20 port* per 
mlUion. protective breathing apparatus shall 
be worn by all personnel, and all non work¬ 
ing personnel shall proceed to the safe brief¬ 
ing areas 

(b) Extreme Danger. When Hy9 la deter¬ 
mined to have reached the Injurious level 
(60 ports per million), the flag* *haU bo 
hoisted In addition to tho displayed signs. 
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All nonessentlal personnel or All personnel, 
&s Appropriate. shall be evacuated At this 
time Radio communication* shall be used 
to alert all known air- and watercraft In the 
immediate vicinity of the drilling facility. 

(3) Contingency Plan. A contingency plan 
ehall be developed prior to the commence¬ 
ment of drilling operation*. The plan shall 
include the fcllowlng: 

(a) General information and physiological 
response to HS and 80, exposure. 

(b) Safety procedure#, equipment, train¬ 
ing, and smoking rules. 

(o) Procedures for operating conditions; 
(t) Moderate danger to life 
(U) Extreme dancer to life. 

(d) Responsibilities and duties of person¬ 
nel for each operating condition. 

(e) Designation of briefing areas as loca¬ 
tions for assembly of personnel during Ex¬ 
treme Danger condition At least two briefing 
areas shall be established on each drilling 
facility. Of these two areas, the one upwind 
at any given time Is the safe briefing area. 

(f) Evacuation plan. 

<g) Agencies to be notified In case of an 
emergency. 

ih) A list of medical personnel and facili¬ 
ties. including addresses and telephone 
numbers. 

(4) H t S Detection and Monitoring Equip¬ 
ment. Each drilling facility shall hAve an 
H 8 detection and monitoring system which 
activates audible and visible alarms before 
the concentration of R^B exceeds Its thresh¬ 
old limit value of 10 parts per million In air. 
This equipment shall be capable of sensing 
a minimum of five parts per million H^S in 
air, with sensing points located at the bell 
nipple, shale shaker, mud pits, driller's stand, 
living quarters, and other areas where H.S 
might accumulate In harsrdous quantities. 
HS detector ampules shall be available for 
use by alt working personnel. After HA has 
been Initially detected by any device, fre¬ 
quent Inspections of all areas of poor ventila¬ 
tion shall be made with a portable HJ>- 
detector instrument. 

(5) Personnel Protective Enutpmeni. 

(a) Ail personnel on a drilling facility or 
aboard marine vessels serving the facility 
shall be equloped with proper personnel pro¬ 
tect iTe-brea thing apparatus. The protective 
breathing apparatus used In an H.S environ¬ 
ment shall conform to all applicable Occupa¬ 
tional Safety and Health AdminlstraUon reg¬ 
ulations and American National Standard* 
Institute standards. Optional equipment, 
such as nose cups and spectacle kits, shall bo 
available for me as needed. 

(b) The storage location of protective 
breathing apparatus shall be such that they 
are quickly and easily available to all per¬ 
sonnel. Storage locations shall include the 
following; 

(I) Rig floor. 

(II) Ar.y working areas above the rig floor. 

(III) Mud-logging facility. 

(!v) Shale-shaker area. 

(v) Mud pit area. 

(vl) Mud storage area. 

( vil) Pump rooms < mud and cement). 

(vili) Crew quartern. 

(lx) Each briefing area. 

(x) Heliport. 

(c) A system of breathing-air manifolds, 
hoses, and masks shall be provided on the 
rtg floor and In the briefing areas. A cascade 
air-bottle system shall be provided to refill 
individual pretectlvc-breathlng-apparatus 
bottles. The cascade air-bottle system may 
be recharged by a high-pressure compressor 
suitable for providing breathing-quality air. 
provided the compressor suction is located in 
an uncontanimated atmosphere. All breath¬ 
ing-air bottles shall be labeled as containing 
breathing-quality air fit for human usage. 


(d) Work boats attendant to rig operations 
shall be equipped with protective breathing 
apparatus for all work boat crew members. 
Pressure-demand or demand-type masks, 
connected to a breath!ng-air manifold, and 
additional protective breathing apparatus 
shall be available for evacuees. Whenever 
possible, boats shall be stationed upwind. 

(e) Helicopters attendant to rig opera¬ 
tions shall be equipped with a protective 
breathing apparatus for the pilot. 

(f) The following additional personnel 
safety equipment shall be aavllable for use 
as needed: 

(I) Portable HJ3 detectors. 

(II) Retrieval ropes with safety harnesses 
to retrieve Incapacitated personnel from con¬ 
taminated areas. 

(III) Chalk boards and note pods located 
on the rig floor. In the shale-shaker area, and 
In the cement pump rooms for communica¬ 
tion purpose-*. 

(lv) Bull horns and flashing lights. 

(v) Resusritstars. 

(0) Ventilation Equipment. All ventila¬ 
tion devices shall be explosion-proof and 
situated in areas where or SO, may ac¬ 
cumulate. Movable ventilation devices shall 
be provided tn work areas and be multi¬ 
directional and capable of dispersing HJ9 or 
80? vapors away from working personnel. 

(7) Soli fixation of Regulatory Agencies. 
The following agencies shall be Immediately 
notified under the alert conditions Indicated: 

(a) Moderate Danger. 

(I) UJB. Geological Survey. 

(II) US Coast Guard. 

(b) Extreme Danger . 

(I) U-5. Geological Survey. 

(II) US Coast Guard. 

(III) Appropriate State agencies. 

B. Metallurgical Equipment Considera¬ 
tions. Equipment used when drilling zones 
bearing H^S shall be constructed of mater lain 
which, according to design principles, will be 
also to resist damage from the phenomena 
known variously os sulfide stress cracking, 
hydrogen embrittlement, or stress corrosion 
cracking. Such equipment Includes drill pipe, 
casing, casing heads, blowout-preventer 
stack assemblies, kill lines, choke manifolds, 
and other related equipment. A knowledge 
of the various interactions between stress, 
environment, and the metallurgy employed 
to required for successful operation in H^S 
environments. The following general prac¬ 
tices are required for acceptable perform¬ 
ance: 

(1) Drilling String. Drill strings shall be 
designed consistent with the anticipated 
depth, conditions of the hole, snd reservoir 
environment to be encountered. Care shall 
be taken to min Unix# exposure of the drill 
string to high stresses aa much as to prac¬ 
tical and cor sistent with the anticipated hole 
sonditlons to be encountered. 

(2) Casing. Casing, couplings, flanges, and 
related equipment shall be designed for H^3 
service. Field welding on casing (except con¬ 
ductor and surface strings) to prohibited 
unless approved by the District Supervisor. 

(3) Wellhead, Blowout Preventers, and 
Pressure Control Equipment. The blowout- 
preventer stack assembly shall he designed 
in accordance with criteria evolved through 
technology of the latest state-of-the-art for 
H t S Service. Surface equipment such aa 
choke lines, choke manifold, kill Unca. bolt¬ 
ing. weldments, and other related well-killing 
equipment shall be designed and fabricated 
utillring the most advanced technology con¬ 
cerning sulfide stress cracking. Elastomers, 
pocking, and similar Inner parts exposed to 
HjS shall be resistant at the maximum 
anticipated temperature of exposure. 

C. Mud Program. 


(1) Either water- or oil-base muds are 
suitable for use In drilling formations con¬ 
taining H*S If oil-base muds are used, cut¬ 
tings shall be cleaned of oil prior to disposal 
Into the ocean. 

(2) A pH of 10.0 or above shall be main¬ 
tained in a water-base mud system to con¬ 
trol corrosion and prevent sulfide Atrew 
cracking. 

(3) Consideration shall also be given to 
the use of H43 scavengers In both water- 
and oil-base mud systems. 

(4) Sufficient quantities of additives shall 
be maintained on location for addition to 
the mud system as ne'ded to neutralize H.B 
picked up by the system when drilling in 
formations containing H^5. 

(5) The application of corrosion Inhibitors 
to the drill pipe to afford a protective coating 
or their addition to the mud system may be 
used as an additional safeguard to the nor¬ 
mal protection of the metal by pH control 
and the scavengers mentioned above. 

(6) Drilling mud containing IIS gas shell 
be degassed at the optimum location for the 
particular rig configuration employed. The 
gases so removed shall be piped into a closed 
flare system and burned at a suitable remote 
stack. 

D. General Operations All personnel In 
the working area shall utilize H,S protective- 
breathing apparatus when required, as speci¬ 
fied In paragraph 5A<2) The norma) fixed - 
point monitor system outlined in paragraph 
6A(4) may be supplemented with portable 
11,5 detectors as conditions warrant. 

(1) Drill String Trips or Fishing Opera¬ 
tions Every effort shall be made to puli a dry 
drill string while maintaining well control. 
If It to necessary to pull the drill string wet 
after penetration of H r S-bearing rones, in¬ 
creased monitoring of the working area shall 
be provided and protective breathing appara¬ 
tus shall be worn under conditions as out¬ 
lined In paragraph 5A(2). 

(2) Circulating Dottoms-up from a Drill¬ 
ing Break. Cementing Operations. Logging 
Operations, or Well Circulation While Not 
Drilling. After penetration of an H.8-bear¬ 
ing zone, protective breathing apparatus shall 
be worn by those personnel in the working 
area In advance of circulating bottoms-up or 
when H*S to indicated by the monitoring sys¬ 
tem in quantities sufficient to require pro¬ 
tective breathing appartus under paragraph 
5A(2), should this condition occur earlier 

(3) Coring Operations In H^-bearing 
Zones. Personnel protective-breathing ap¬ 
paratus shall be worn 10-20 stand* In ad¬ 
vance of retrieving the core barrel. Corea 
to be transported shall be sealed and marked 
for the presence of H.S 

(4) Abandonment or Temporary Abandon¬ 
ment Operations. Internal well-abandon¬ 
ment equipment shall be designed for R& 
service. 

(5) Logging Operations after Penetration 
of Known or Suspected H j -bearing Zones. 
Mud in use for lodging operations shat) be 
conditioned and treated to minimize the 
effects of H3 on the logging equipment. 

(0) Stripping Operations . Displaced mud 
returns shall be monitored and protective 
breathing apmratua worn if H s to detected 
at levels outlined for protective breath try 
apparatus under paragraph 5Af2). 

(7) Gas-cut Mud or Well Kick from H~S 
bearing Zones . Protective breathing ap¬ 
paratus shall be worn when an If 8 con¬ 
centration of 20 parts per million Is detected. 
Should a decision b* made to circulate out 
a kick, protective breathing apparatus shall 
be worn prior to and subsequent to botto ms- 
up, i nd at any time during an extended kill 
operation that the concentration of H,8 be¬ 
comes hazardous to personnel as defined In 
paragraph &A(2) (a). 
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(81 Drill String Precautions. Precautions 
shall bo taken to minimize drill stria* stress¬ 
es caused by condition* such as excessive 
dogleg severity, improper stiffness rations. 
Improper torque, whip, abrasive wear on tool 
joints, and Joint Imbalance. American Pe¬ 
troleum Institute Bulletin RP 70 shall be 
used as a guideline for drill suing precau¬ 
tions. Tool-Joint compounds containing free 
sulphur shall not bo used. Proper handling 
techniques shall be employed to minimise 
notching, stress concentrations, and possible 
drill pipo failures. 

(8) Flare System. The flare system shall be 
designed to safely gather and burn gas. 
Flare lines shall be located as far from the 
drilling facility as feasible in a manner to 
compensate for wind changes. The. flare sys¬ 
tem shall be equipped with a pilot and an 
automatic Igniter. Backup Ignition for each 
flare shall be provided. 

X. JClcfc Detection and WeU Control. In ad¬ 
dition to the requirements of paragraph 3B 
of HU** Order, all efforts shall be made to 
prevent a well kick as a result of gas-cut 
mud. drilling breaks, loci circulation, or 
trips for bit change. Drilling rate changes 
shall be evaluated for the possibility of en¬ 
countering abnormal pressures, and mud 
weight* adjusted In an effort to compensate 
lor any hydrostatic imbalance that might 
result In a well kick. 

In the event of a kick, the disposal of the 
well Influx fluid* shall be accomplished by 
wio of tbe following alternatives, giving con¬ 
sideration to personnel safety, possible en¬ 
vironmental damage, and possible faculty 
well equipment damage: 

Alternative A. To contain the well fluid In¬ 
flux by shutting In the well and pumping 
the fluids back Into the formation. 

Alternative B . To control the kick by using 
appropriate well-control techniques to pre¬ 
vent formation fracturing In open hole 
within the pressure limits of wen equipment 
(drill pipe, casing, wellhead, blowout pre¬ 
venters and related equipment). The disposal 
of H 3 and other gases shall be through pres¬ 
sured or atmospheric mud-gas separator 
equipment, depending on volume and pres¬ 
sure of H.S gas. The equipment shall be de¬ 
signed to recover drilling mud and to vent 
to the atmosphere and burn the gases sepa¬ 
rated. The mud system shall be treated to 
neutralize H,S and restore and maintain the 
proper mud quality. 

F. Well Testtng in an HJI Environment. 

(1) Procedures. 

(a) Well testing shall be performed with a 
minimum number of personnel in the im¬ 
mediate vicinity of the rig floor and test 
equipment to safety and adequately perform 
tbe test and maintain related equipment and 
services 

(b) Prior to Initiation of the test, special 
safety meetings shall be conducted for all 
personnel who will be on the drill facility 
during the test, with particular emphasis on 
the use of personnel protective-breathing ap¬ 
paratus, first aid procedures, and the UJB 
Contingency Plan. 

(c) During the test, tbe use of H*8 detec¬ 
tion equipment shall be Intensified. All pro¬ 
duced gases shall be vented and burned 
through o flare system which meets the re¬ 
quirements of paragraph 5D(9). Oases from 
stored test fluids shall be vented Into the 
flare system. 

(d) “No Smoking*' rules In the approved 
Contingency Plan of paragraph 5A(3) of this 
Order shall be rigorously enforced. 

(2) Equipment. 

(a) Drill-stem test tools and wellhead 
equipment shall be suitable for 11*3 service. 

(b) Tubing which meets the requirements 
foe H/J service shall be used for drill stem 
tenting. Drill pipe shall net be used for drill 
stem teats without the prior approval of the 


District Supervisor. The water cushion shall 
be thoroughly Inhibited In order to prevent 
H*8 corrosion. The tent string shall be flushed 
with treated fluid for the sums purpose alter 
completion of the test. 

(C) All surface teat units and related 
equipment shall be designed for H*S service. 
Only competent personnel who are trained 
In and knowledgeable of the hazardous effects 
of Hj8 shall be utilized in these t«Hs. 

Hasrt a. DuPont. 

Area OU and Gas Supervisor 

Approved . 

Kusocll G Watlvno. 

Chief, Conservation Di virion 

Mrs- Atlantic 008 Oann No. 3 

Effective ___... 

rmooixo and ahjlnt>ok mi nt or waxs 

This Order la established pursuant to the 
authority prescribed In 30 CFR 250.11 and in 
accordance with 30 CFR 250.15. The operator 
shall oomply with the following minimum 
plugging and abandonment procedures which 
have general application to all wells drilled 
for oil and gas Plugging and abandonment 
operations must not be commenced prior to 
obtaining approval from an authorized rep¬ 
resentative of the Geologloal Survey. Oral 
approvals shall be in accordance with 30 CFR 
260.13. All departures from the requirements 
specified In this Order must bo approved 
pursuant to 30 CFR 250.12(b) . 

1. Permanent Abandonment. 

A. Isolation in Unacted Hole. In uncased 
portions of wells, cement plugs shall be 
spaced to extend 30.5 metres (100 feet) below 
the bottom to 30.5 ms tree (100 feet) above 
the top of any oil. ga*. and fresh water zones 
so as to Isolate them In the strata In which 
they are found and to prevent them from 
escaping Into other strata. Additional cement 
plugs may be required to protect other min¬ 
erals. or to prevent migration of flulda In the 
well bore. No more than 763.0 metres (2.500 
feet) of uncased hole ahall be left without 
a cement plug of at least 30.3 metres (100 
feet) In length In wells requiring a mud 
weight in exoeas of 1.44kg/1 (12.0 ppg) for 
control. 

B. Isolation of Open Hole. Where there Is 
open hole (uncased and open Into the casing 
string above) below the casing, a cement 
plug shall be placed In the deepest casing 
string by (1) or (2) below, or in the event 
lost circulation conditions oxlst or are antici¬ 
pated, the plug may be placed in accordance 
with (3) below: 

(1) A cement plug placed by displacement 
method so as to extend a minimum of 30.6 
metres (100 feet) above and 30.6 metres (100 
feet) below the casing shoe. 

(2) A cement retainer with effective back 
pressure control net not less than 15.2 metres 
(60 feet), nor more than 30.6 metres (100 
feet), above the casing shoe with a cement 
plug calculated to extend at least 30.6 metres 
(100 feet) below the casing shoe and 16.2 
metres (60 feet) above the retainer. 

(3) A permanent type bridge plug set 
within 45.7 metres (150 feet) above the cas¬ 
ing shoe with 153 metres (60 feet) of cement 
on top of the bridge plug. This plug shall be 
tested prior to placing subsequent plugs. 

C. Plugging or Isolating Perforated Inter¬ 
vals. A cement plug shall be placed opposite 
all open perforations (perforations not 
squeezed with cement) extending a mini¬ 
mum of 30.5 metres (100 feet) above and 30 5 
metres (100 feet) below the perforated inter¬ 
val or down to a casing plug, whichever la 
lest. In lieu of the cement plug, the following 
two methods are acceptable, provided the 
perforations are Uolsted from the bole below: 


(1) A cement retainer with effective beck 
pressure control set not less than 15 2 metres 
(60 feet) not more than 30.5 metres (100 
feet) above the top of perforated Interval 
with a cement plug calculated to extend 
at least 30.5 metres (100 feet) below the 
bottom of the perforated Interval and 15.2 
metre* (60 feet) above tbs retainer. 

(2) A permanent type bridge plug set 
within 46.7 metres (160 feet) above tbe top 
of the performs ted interval with 15.2 metres 
(50 feet) of cement on top of the bridge plug. 

D. Plugging of Casing Stubs. It casing is 
cut and recovered, a cement plug 61 metres 
(200 feet) in length shall be placed to extend 
30.5 metres (100 feet) above and 30.5 metres 
(100 feet) below the stub. A retainer may be 
used in setting the required plug. 

K. Plugging of Annular Space. No annular 
space that extends to the ocean floor shall 
be left open to drilled hole below. If this 
condition exists, the annulus ahall be plugged 
with cement. 

F. Surface Plug Requirement. A cement 
plug of at least 46.7 metres (150 feet), with 
the top of tbe plug 45.7 metres (160 feet) 
or less below the ocean floor, shall be placed 
in the smallest string of cosing which ex¬ 
tends to the surface. 

Q. Testing of Plugs. The setting and loca¬ 
tion of the first plug below tho top 45.7- 
xnetre (160-foot) plug, will be verified by 
either (1) placing a minimum pipe weight 
of 6.800.0 kilograms (15.000 pounds) on the 
plug, or where this plug is placed utlltzlrg 
a cement retainer or bridge plug. It Is only 
necessary that the setting of the retainer 
or bridge plug be verified by placing at least 
6,800.0 kilograms (16.000 pounds) on it prior 
to placing cement on top. 

H. Hud. Bach of the respective Intervals 
of the hole between the various plugs shafl 
be filled with mud fluid of sufficient density 
to exert hydrostatic pressure exceeding the 
greatest formation pressure encountered 
while drilling such Interval. 

I. Clearance of Location. All cosing and 
piling shall be severed and removed to that 
depth below the ocean floor approved by the 
Area Supervisor after a review of data on 
the ocean bottom conditions. Tbe operator 
ahall verify that the location has been cleared 
of all obstructions. 

2. Temporary Abandonment. Any drilling 
well which Is to be temporarily abandoned 
shall be mudded and ocmented as required 
for permanent aba n do nm ent except for re¬ 
quirements P and I of section 1 above. When 
cosing extends above tbe ocean floor, a me¬ 
chanical bridge plug (retrievable or perma¬ 
nent) shall be set in the casing between 4.6 
and 61.0 metres (15 and 200 feet) below the 
ocean floor. 

Hsaar A. DoPont. 

Area Oil and Gas Supervisor . 

Approved: 

Russiax O. Watzawd. 

Chief . Conservation Division. 

Mro-ATUumc OCS Ommoi No. 4 
Effective___ 

FUttflCN SIGNS A No D CTESMIN ATION OT WKM. 
mooucmtLmr 

This Order le established pursuant to the 
authority prescribed in 30 CFR 250.11 and in 
accordance with 30 CFR 260.12(d)(1). An 
OCS lease provides for extension beyond Its 
primary term for as long as oil or gas may 
be produced from tbe lease In paying quanti¬ 
ties. Tbe term “paying quantities" as used 
herein means production In quantities suffi¬ 
cient to yield a return in motes of operating 
costs. An 06C lease may be maintained be¬ 
yond the primary term. In the absence of 
actual production, when a suspension of 
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production ha* been approved. All applica¬ 
tions for suspension of production for an 
initial period should be submitted prior to 
the expiration of the term of a lease. The 
Area Supervisor may approve a suspension of 
production provided at least one well haa 
b.'cn drilled on the lease ar.d determined to 
be capable of being produced in paying 
quantities. The temporary or permanent 
abandonment of a well will not preclude 
approval of a suspension of production ss 
provided tn 30 CFR 260.12(d)(1). All de¬ 
partures from the requirements specified 
In this Order must be approved pursuant to 
30 CPR 260.12(b). 

A well may be determined to be capable of 
producing in paying quantities when the 
following requirements below have been met: 

1 . Oil Wells. A production test of at least 
two hours duration, following stabilisation 
of flow. 

2. Gas Wells. A deliverablllty test of at 
least two hours duration, following stabilisa¬ 
tion of flow, or a four-point back-pressure 
test. 

3 . Well Data. All pertinent engineering, 
geologic, and economic data shall be sub¬ 
mitted to the Area Supervisor and will be 
considered in determining whether or not a 
well Is capable of being produced in paying 
quantities. 

4. Witnessing and Results . All tests must be 
witnessed by an authorized representative of 
the Geological Survey. Ttest data accom¬ 
panied by operator's affidavit, or third-party 
test data, may be accepted In lieu of a wit¬ 
nessed test provided prior approval is ob¬ 
tained from the District Supervisor. 

Haeey A. DUPONT, 
Area OU and Gas SuperiAsor. 

Approved: 

Russell O. Watuwd, 

Chief . Conservation Division. 

Mid-Atlantic OCS Oboes No. 6 
Effective _ 

BTTBSUarACV SArtTT DEVICES 

This Order is established pursuant to the 
authority prescribed in 3 0 CFR 260.11 and tn 
accordance with 30 CFR 250.41(b). The op¬ 
erator shall comply with the following re¬ 
quirements. All departures from the require¬ 
ments specified In this Order shall be subjoct 
to approval pursuant to 30 CFR 250.12(b). 
All applications for approval under the pro¬ 
visions of this Order shall be submitted to 
the District Supervisor. Reference In this Or¬ 
der to approvals, determinations, or require¬ 
ments are to those given or made by the 
Area Supervisor or his delegated representa¬ 
tive. 

1 . Installation. AH tubing Installations 
open to hydrocarbon-bearing cones shall be 
equipped with a surface-controlled or other 
remotely controlled subsurface safety device, 
to be installed at a depth of 30 5 metres <100 
feet) or more below the ocean floor unless, 
after application and Justification, the well 
Is determined to be Incapable of flowing oil 
or gas. These Installations shall be made 
within two days after stabilised production 
is established. The well shall not be left un¬ 
attended while open to production before a 
subsurface safety device la Installed. 

A. Shut-in Welts. A tubing plug shall be 
Installed In lieu of. or In addition to, other 
rubsurface safety devices If a well has been 
shut In for a period of six months. Such plugs 
shall be set at a depth of 30.5 metres (100 
feet) or more below the ocean floor and shall 
be of the pump-through type. All wells per¬ 
forated and completed, but not placed on 
production, shall be equipped with a sub¬ 
surface safety device or tubing plug within 
two days after completion. 


B. Injection Wells. Subsurfooe safety de¬ 
vices above shall be installed In all Injection 
wells unless, after application and justifica¬ 
tion, it Is determined that the well Is In¬ 
capable of flowing which condition shall be 
verified annually. 

2. Design . Testing, and Inspection. Subsur¬ 
face safety devices shall be designed, ad¬ 
justed. installed, and maintained to Insure 
reliable operation. During testing and inspec¬ 
tion procedures, the well shall not be left 
unattended while open to production unless 
a properly operating subsurface safety device 
has been Installed In the well. 

A. Surface-Controlled Subsurface Safety 
Devices. 

(t) Quality Assurance and Performance. 
The operator shall use subsurface safety de¬ 
vices that comply with the minimum stand¬ 
ards set forth In "API 8pec 14 A, October 
1973. Subsurface Safety Valves," for quality 
assurance including design, material, and 
functional test requirements, and for verifi¬ 
cation of independent party performance 
testing and manufacturer functional Resting 
of such valves. 

(2) Installation end Testing. The operator 
shall comply with the minimum recom¬ 
mended practices set forth in "API RP 14 B. 
October 1973. Design, Installation, and Oper¬ 
ation of Subsurface Safety Valve Systems." 
which contain procedures for design calcula¬ 
tions. safe Installation, and operating and 
testing. Each surface-con trolled subsurface 
safety device Installed in a well shall be 
tested in place for proper operation when In¬ 
stalled. or reinstalled, at least monthly for 
the next six months and quarterly thereafter. 
If the device does not operate properly. It 
shall be removed, repaired, and reinstalled 
or replaced and tested to Insure proper 
operation. 

B. Tubing Plugs. A shut-in well equipped 
with a tubing plug shall bo Inspected for 
leakage by opening the well to possible flow 
at Intervals not exceeding six months. If 
sustained liquid flow exceeds 400 cm*/min 
(.014 ftVmln). or gas flow exceeds 424 8 1 /min 
(15 ftVmln). the plug shall be removed, re¬ 
paired. and reinstalled or an additional tub¬ 
ing plug Installed to prevent leakage. 

3. Temporary Removal. Each wireline- or 
pumpdown-retrievable subsurface safety de¬ 
vice may be removed, without further au¬ 
thorization or notice, for a routine operation 
which does not require approval of a Sundry 
Notice and Report on Well* (Form 9-331) 
for a period not to exceed fifteen days. The 
well shall be clearly identified as being with¬ 
out a subsurface safety device and shall not 
be left unattended while open to production. 
The provisions of this paragraph are not ap¬ 
plicable to the testing and Inspection proce¬ 
dures specified in section 2 (Design. Tee ting, 
and Inspection) above. 

4. Additional Protective Equipment. All 
tubing installations In which a wireline- or 
pumpdown-retrievable subsurface safety de¬ 
vice U to be Installed shall be equipped with 
a landing nipple, with flow couplings or other 
protective equipment above and below, to 
provide for setting of the subsurface safety 
device. AH welts in which a subsurface safety 
device or tubing plug 1* Installed shall have 
the tubing-casing annulus packed off above 
the uppermost open casing perforations. The 
control system for all surface-controlled sub¬ 
surface safety devices shall be an Integral 
part of the platform shut-in system. 

5. Departures. AH departure applications 
will be considered for approval pursuant to 30 
CFR 260.12(b) and the requirements of this 
Order. A11 applications for departures shall 
Include a detailed statement of the well 
conditions, efforts made to overcome any dif¬ 
ficulties. and proposed alternate safety 
measures. 


0. Emergency Action. All tubing Installa¬ 
tions open to hydrocarbon-bearing zones and 
not equipped with a subsurface safety de¬ 
vice as permitted by this Order shall be 
clearly identified os not being so equipped, 
and a subsurface safety device or tubing plug 
shall be available at the field location, in the 
event of an emergency, such device or plug 
shall be promptly installed, due considera¬ 
tion being given to personnel safety. 

7. Records The operator shall maintain the 
following records for a minimum period of 
one year for each subsurface safety devices 
and tubing plug installed, and these records 
shall be available to any authorised repre¬ 
sentative of the Geological Survey. 

A. Field Records. Individual well records 
shall be maintained at or near the field and 
shall include, as a minimum, the following 
Information: 

(1) A record which wUl give design and 
other Information: l.e., make, model, type, 
spacers, bean and spring size, pressure, etc. 

(2) Verification of assembly by a qualified 
person in charge of installing the device and 
installation date. 

(3) Verification of setting depth and all 
operational tests as required In this Order. 

(4) Removal date, reason for removal, and 
reinstollatlon date. 

(6) A record of aU modifications of design 
in the field. 

(6) AU mechanical faUures or malfunc¬ 
tions, including sand cutting, of such de¬ 
vices. with notation os to cause or probable 
cause. 

(7) Verification that failure report was 
submitted. 

B. Other Records. The following records, as 
a minimum. shaU be maintained at the oper¬ 
ator's office: 

(1) Verified design Information of sub¬ 
surface safety devices for the Individual well. 

(2) Verification of assembly and Installa¬ 
tion according to design Information. 

(3) AU failure reports. 

(4) A11 laboratory analysis reports of foiled 
or damaged parts. 

(6) Quarterly failure-analysis report. 

8 Reports. Well completion reports (Form 
9-330) and any subsequent reports of work¬ 
over (Form 0-331) shall Include the type 
and the depth of the subaurface safety de¬ 
vices and tubing plugs Installed. 

To establish a failure-reporting and 
corrective-action program as a basis for 
reliability and quality control, each operator 
shall submit a quarterly failure-analysis re¬ 
port to the Area Supervisor. Identifying 
mechanical failures by lease and well, make 
and model, cause or probable cause of failure, 
and action taken to correct the failure. The 
report shall be submitted within 30 days fol¬ 
lowing the periods ending December 31, 
March 31. June 30. and September 30 of each 
year. 

Haskv A. DuPont. 

Area Oil and Gas Supervisor 

Approved: 

Russell Q. Wayuhd, 

Chief . Conservation Division. 

Mn>- Atlantic OCS Oboes No. 7 

Effective_ 

POLLUTION AND WASTE DISPOSAL 

This Order is established pursuant to the 
authority prescribed In 30 CFR 250.11 and In 
accordance with 30 CFR 250.43. The operator 
shall comply with the following require¬ 
ments. AU departures from the requirements 
specified In this Order shall be subject to 
approval pursuant to 30 CFR 260.12(b). 

1. Pollution Prevention. In the conduct of 
all oil and gas operations, the operator shall 
prevent pollution of the ocean. Furthermore, 
the disposal of waste materials Into the ocean 
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ahull not create condition* which will ad¬ 
versely affect the public health, life or prop¬ 
erty . aquatic life or wildlife, recreation, 
navigation, or other uoes of the ocean. 

A. Liquid Disposal. 

(1) Drilling mud containing oil shall not 
be disposed of Into ocean. 

(2) The operator shall submit with the 
Application for Permit to Drill (Form 8- 
331C) a detailed list of drilling mud con¬ 
stituents and their concentrations. Including 
the chemical composition of trade name 
components, an d a list of the drilling mud 
additives which might be used to meet special 
drilling requirements. Drilling mud contain¬ 
ing toxic substances shall be neutralized 
prior to disposal. 

(3) Curbs, gutters, and drains on plat¬ 
forms and structures shall be Installed and 
maintained in accordance with the provisions 
of OCS Order No. 8. 

(4) Produced waste water disposal systems 

shall be designed and maintained so that tho 
oil content of the effluent shall meet ap¬ 
plicable requirements promulgated by the 
Environmental Protection Agency pursuant 
to tho Federal Water Pollution Control Act as 
amended. • 

(a) A copy of the results of all analyses 
submitted to the Environmental Protection 
Agency shall be similarly submitted to tho 
Area Supervisor, and a copy of the most re¬ 
cent analysis shall bo maintained at the dis¬ 
charge site or field production headquarters 
and be available for Inspection by Geological 
Survey personnel. 

(b) Should an analysis Indicate that the 
effluent does not meet the above require¬ 
ments. corrective action shall be taken im¬ 
mediately. Approval to continue operations 
to aid In the Identification and remedy of the 
problem shall be obtained from the Area 
Supervisor. Such approval shall be con¬ 
tingent upon submittal of a follow-up report 
to the Area Supervisor within 10 days. 

(5) The disposal of produced waste water 
other than Into the ocean shall have the 
method and location approved by the Area 
Supervisor. 

B. SoHd Waste Disposal. 

(1) Drill cuttings, sand, and other solids 
containing oil shall not be disposed of Into 
ocean unless all of the free oil has been re¬ 
moved. 

(2) Mud containers and other solid waste 
materials shall be Incinerated or transported 
to shore for disposal In accordance with Fed¬ 
eral. 8 tate. or local requirements. 

(S) All sewage shall be treated ao that 
effluent shall meet applicable requirement* 
promulgated by th Environmental Protection 
Agency pursuant to the Federal Water Pollu¬ 
tion Control Act os amended. 

(a) A copy of the results of all analyses 
submitted to the Environmental Protection 
Agency shall be similarly submitted to the 
Area Supervisor, and a copy of the most re¬ 
cent analysis shay be maintained at the dis¬ 
charge site or field production headquarters 
and bo available for Inspection by Goologlcal 
Survey personnel. 

(b) Should an analysts indicate that the 
effluent does not meet the above require¬ 
ments, corrective action shall be taken Im¬ 
mediately. Approval to continue operations 
to aid In the identification and remedy of 
the problem shall be obtained from the Area 
Supervisor. 8uch approval shall be contingent 
upon submittal of a follow-up report to the 
Area Supervisor within 10 days, 

2. Personnel Inspections and Reports. 

A. Personnel . The operator's personnel shall 
be thoroughly Instructed In the technique* 
of equipment maintenance and operation 
for the prevention of pollution. Nonoperator 
personnel shall be informed in writing, prior 
to executing contracts, of the operator’s ob¬ 
ligations to prevent pollution. 


B. Pollution Inspections. All drilling and 
production facilities shall be inspected daily. 
All production facilities, such as separators, 
tanks, treaters, and other equipment shall be 
such as are necessary to control the maxi¬ 
mum anticipated pressures and production 
of oil and gas. Maintenance or repairs as are 
necessary to prevent pollution or the ocean 
ahall be undertaken immediately. 

C. Pollution Reports. All pollution reports 
required shall be submitted on Form 8- 
1880. entitled Pollution Report. 

(1) All spills of oil and liquid pollutants 
shall be recorded showing the cause, size of 
spill, and action taken, and the record shall 
be maintained and available for inspection 
by the District Supervisor. All spills of less 
than 2.4 cubic metres (15 barrels) shall be 
reported orally to the District Supervisor 
within 12 hours and shall be confirmed in 
writing. 

(2) All spills or oil and liquid pollutants 
of 2 4 to 7.0 cubic metre* (15 to 50 barrels) 
shall be reported orally to the District Super¬ 
visor Immediately and shall be confirmed In 
writing. 

(3) All oil spills of 2.4 cubic metres (15 
barrels) or more shall also be reported to the 
Governor or his designee of each adjacent 
State within four hour*. 

(4) All spills of oil and liquid pollutants 
of a substantial size or quantity, which Is 
defined as more than 7 0 cubic metre* (50 
barrels), and those of any size or quantity 
which cannot be immediately controlled, 
shall be reported orally without delay to the 
District Supervisor, the Coast Guard, and 
the Regional Administrator, Environmental 
Protection Agency. All oral reports shall be 
confirmed In writing. 

(5) Operators shall notify each other upon 
observation of equipment malfunction or 
pollution resulting from another* operation. 

3. Pollution Control Equipment and Oil 
Spill Contingency Plan. 

A. Equipment. 8tandby pollution control 
equipment and materials shall be maintained 
by, or shall be available to. each operator at 
an offshore or onshore location. This shall 
Include containment booms, skimming ap¬ 
paratus. cleanup materials and chemical 
agents, and shall be available prior to the 
commencement of operations. No chemicals 
shall be used without prior approval of the 
Area Supervisor. The equipment and mate¬ 
rials shall be Inspected monthly and main¬ 
tained in good condition for use. The results 
of the inspections shall be recorded and 
maintained at the site. 

B. Oil Spill Contingency Plan. The operator 
shall submit an oil spill contingency plan 
for approval by the Area Supervisor before 
consideration can be given to approval of an 
application for permit to conduct operations. 
This plan shall contain the following: 

(1) Provisions to assure that full resource 
capability Is known and can be committed 
during an oil discharge aituatlon including 
the Identification and inventory of applica¬ 
ble equipment, materials, and supplies which 
are available locally and regionally, both 
committed and uncommitted, and the time 
required for deployment. 

(2) Provisions for varying degrees of re- 
eponae effort depending on the severity of the 
oil discharge. 

1 3) Establishment of notification proce¬ 
dure*! for the purpose of early detection and 
timely notification or an oil discharge In¬ 
cluding a current list of names, telephone 
numbers, and addresses of the responsible 
persons and alternates on call to receive 
notification of of an oil discharge, as well 
as tho names, telephone numbers, and ad¬ 
dresses of regul artary organizations and 
agencies to be notified when an on discharge 
is discovered. 


(4) Provisions for well defined and specific 
actions to be taken after discovery and noti¬ 
fication of an oil discharge Including: 

(a) Specification of an oil discharge re¬ 
sponse operating team consisting of trained, 
prepared and available operating personnel. 

(b) Prcdcslgnatlon of an oil discharge re¬ 
sponse coordinator who Is charged with the 
responsibility and delegated commensurate 
authority for directing and coordinating re¬ 
sponse operations. 

(c) A preplanned location for an oil dis¬ 
charge response operations center and a re¬ 
liable communications system for directing 
the coordinated overall response operations. 

4. Spill Control and Removal. Immediate 
corrective action shall be taken in all eases 
where pollution has occurred. Corrective ac¬ 
tion taken under the Oil Spill Contingency 
Plan shall be subject to modification when 
directed by the Area Supervisor. The primary 
Jurisdiction to require corrective action to 
abate the source of pollution and to enforce 
the subeqnent cleanup by the lessee or oper¬ 
ator ahall remain with the Area Supervisor 
pursuant to the provisions of this Order and 
the memorandum of understanding between 
the Department of Transportation (OB. 
Coast Guard) and the Department of the 
Interior (Ufl. Geological Survey) dated Au¬ 
gust 18. 1071. 

5. Annual Contbipcncy Plan. Annual con¬ 
tingency plan assessment* will be conducted 
In conjunction with Plan of Development 
review. Upon request of tbe Area Supervisor, 
revised contingency plans reflecting change* 
In personnel, equipment, and methods shall 
be submitted. 

Hsaar A, DuPont, 

Area Oil and Gas Supervisor. 

Approved ; 

RVBIELL O. WATUNB, 

Chief, Conservation Division , 

Mrx>-A tlantic OCS Oboes No. 12 
Effective ............ 

PUBLIC INSPE CTION OT SXCOEJW* 

This Order ts establishe d pu rsuant to the 
authority prescribed In 30 CTO 250.11 an d In 
accordance with 30 CTO 25007 and 43 CTO 
Part 2. Requests for Information made under 
the Freedom of Information Act, 5 UBO. 
| 552. wUl be governed by tbe provisions of 
43 CFR Part 2 (40 F.R 7304. February 18, 
1875.) Section 2.13 of 43 CFR says: 

It Is the policy of the Department of the 
Interior to make the records of the Depart¬ 
ment available to the public to the greatest 
extent possible. In keeping with the spirit of 
the Freedom of Information Act. 

Section 2.15(c) of 43 CTO says: 

A request for a record may be denied only 
If It Is determined that (1) the record Is 
exempt from disclosure (under the Freedom 
of Information Act) and (2) that withhold¬ 
ing of the record is required by statute or 
Executive Order or supported by sound 
grounds. 

The operator shall comply with the follow- 
requirements. All departures from the re¬ 
quirement* specified In this Order sha ll be 
subject to approval pursuant to 30 CFR 
250.12(b). 

1. Availability of Records . It has been de¬ 
termined that certain records pertaining to 
Itasea and wells In the Outer Continental 
Bhelf and submitted under 30 CTO 250 shall 
be made available for public inspection, as 
specified below. In the Area office. Certain 
other portions of these records have been 
determined to be exempt from disclosure. 
The reason far these exemptions Is discussed 
in Section 4 of this Order. 
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A. Form 9-152— Monthly Report of Opera- 
ttons. All information contained on this form 
Khali be available except the Information re¬ 
quired in the Remarks column. 

B. Form 9-320—Well Completion or Re- 
completion Report and Log. 

(1) Prior to commencement cf production, 
all information contained on this form shall 
be available, except Item la. Type of Well; 
Item 4. Location of Well, at top production 
interval reported below: Item 22. If Multiple 
Completion, How many; Item 24. Producing 
Interval; Item 26. Type Electric and Other 
Logs Run; Item 28. Casing Record; Perfora¬ 
tion Record; Item 32. Acid, Shot. Fracture, 
Cement Squeeze, etc.; Item 33, Production; 
Item 37. 8ummary of Poroua Zones; and Item 
38. Oeologlc Markers. 

(2) After commencement of production. 
aU Information shall be available, except 
Item 37. Summary of Poroua Zones; and 
Item 38. Oeologlc Markers. 

(3) If production has not commenced after 
an elapsed time of five years from the date 
of filing Form 0-330 aa required In 30 CFR 
25048(b). all information contained on this 
form shall be available, except Item 37. Sum¬ 
mary of Poroua Zones; and Item 38. Geologic 
Markers. Within 00 days prior to the end of 
the 6-yea r period, the lessee or operator shall 
file a Form 0-330 containing all information 
requested on the form, except Item 37, Sum¬ 
mary of Porous Zones; and Item 38. Geologic 
Markers, to be made available for public In¬ 
spection. Objections to the release of such 
Information may be submitted with the com¬ 
pleted Form 9 330. 

C. Form 9-331—Sundry Notice* and Report 
on Well*. 

(1) When used as a "Notice of Intention 
to" conduct operations, all information con¬ 
tained on this form shall be available, except 
Item 4. Location of Well, at top production 
Interval; and Item 17. Describe Proposed or 
Completed Operations. 

(2) When used aa a "Subsequent Report 
Of* operations, and after commencement of 
production, all Information contained on 
this form shall be available, except Informa¬ 
tion under Item 17 as to subsurface locations 
and measured and true vertical depths for 
all markers and zones not placed on produc¬ 
tion. 

D. Form 9-331C— Application for Permit to 
Drill . Deepen or Plug Back . All information 
contained on this form, and location plat at¬ 
tached thereto, shall be available, except 
Item 23. Proposed Casing and Cementing 
Program. 

E. Form 9-1969—Quarterly Oil Well Test 
Report. All information contained on tills 
form shall be available. 

P. Form 9-1970 —Semi-Annual Gas Well 
Test Report. A11 information contained on 
this form shall be available. 

O Multi-point Back Pressure Test Report, 
All Information contained on this form used 
to report the results of required multi-point 
bock pressure test of gas wells shall be avail¬ 
able. 

H. Sales of Lease Production . Information 
contained on monthly Oeological Survey 
computer printout showing sales volumes, 
value, and royalty of production of oil. con¬ 
densate, gaa and liquid products, by lease, 
shall be made available. 

2. Filing of Reports. A11 reports on Forma 
8-162. 0-330. 8-331. 0-331C. 0-1860. 0-1870, 
and the forms used to report the results of 
multi-point back pressure testa, shall be filed 
in accordance with the following: A11 reports 
submitted on these forma shall Include a 
copy with the words "Public Information" 
shown on the lower right-hand corner. All 
items on the form not marked "Public Infor¬ 
mation'* shall be completed in full; and such 
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forma, and all attachments thereto, shall not 
be available for public inspection. The copy 
marked "Public Information" shall be com¬ 
pleted in full, except that the items described 
In 1(A). (B), (CL and (D) above, and the 
attachments relating to such items, may be 
excluded. The words "Public Information" 
shall be shown on the lower right-hand cor¬ 
ner of this aet. This copy of the form shall 
be made available for public inspection. 

3. Availability of Inspection Records. A11 
accident Investigation reports, pollution In¬ 
cident reports facilities Inspection data, and 
records of enforcement actions are also avail¬ 
able for public inspection. 

4. Information Exempt from Public In¬ 
spection. It has been determined that cer¬ 
tain information as discussed In paragraphs 
1.A, l.B. l.C, 1-D. and 2 of this Order la ex¬ 
empt from disclosure under exemption 8 of 
the Freedom of Information Act (5 UJ8.C. 
5 562(b)(9).) This Information bos been de¬ 
termined to qualify as "geological and geo¬ 
physical Information and data including 
maps concerning wells." 

Harrt A. DuPont. 

Area Oil and Gas Supervisor. 

Approved: 

Russell O. Watland. 

Chief . Conservation Division. 

|FR Doc.75-32914 Filed 12-6-?5;8:45 am] 

DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 

SHIPPERS ADVISORY COMMITTEE 
MEETING 

Postponement of Public Meeting 

The December 9. 1975, meeting of the 
Shippers Advisory Committee, an¬ 
nounced in the November 24. 1975, Issue 
of the Federal Register (40 FR 54452), 
is postponed until January 6. 1978, and 
wHl be held in the Village Green Recrea¬ 
tion Building. 7300 Route 60. Vero Beach. 
Florida, at 10:30 am., local time. This 
notice Is issued pursuant to the provi¬ 
sions of $ 10(a) (2) of the Federal Advi¬ 
sory Committee Act <86 8tat. 770). The 
committee is established under Market¬ 
ing Order No. 905 (7 CFR Part 905), 
which regulates the handUng of oranges, 
grapefruit, tangerines, and tangelos 
grown in Florida. This regulatory pro¬ 
gram is effective pursuant to the pro¬ 
visions of the Agricultural Marketing 
Agreement Act of 1937. as amended (7 
U.S.C. 601-674). At its meeting of De¬ 
cember 2. 1975, the committee recom¬ 
mended regulations it deemed appro¬ 
priate to the current supply situation and 
requested that the meeting scheduled for 
December 9. 1975, be postponed until 
January 6, 1976. 

The meeting will be open to the public 
and a brief period will be set aside for 
public comments and questions. The 
agenda of the committee Includes anal¬ 
ysis of current information concerning 
market supply and demand factors, and 
consideration of recommendations for 
regulation of shipments of the named 
fruits. 

The names of committee members, 
agenda, summary of the meeting and 
other information pertaining to the 
meeting may be obtained from Frank D. 
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TrovUllon, Manager, Growers Adminis¬ 
trative Committee, PO. Box R. Lake¬ 
land. Florida 33802; telephone 813-682- 
3103. 

Dated: December3.1975. 

Donald E. Wilxinson. 

Administrator. 

|FR Doc.76-33068 Filed 12-6-75; 8:46 ami 


Agricultural Stabilization and Conservation 

Service 

AGRICULTURAL CONSERVATION 
PROGRAM 

Notice of Availability of Draft 
Environmental Statement 

Pursuant to section 102(2) (C) of the 
National Environmental Policy Act of 
1969. the Agricultural Stabilization and 
Conservation Service. Department of 
Agriculture, has prepared a draft envi¬ 
ronmental statement on the Agricultural 
Conservation Program. U3DA-ASC8-ES 
(Adm.) 75-1. The Agricultural Conserva¬ 
tion Program was authorized under sec¬ 
tions 7 to 15. 16<a> and 17 of the Soil 
Conservation and Domestic Allotment 
Act and Title X of the Agriculture and 
Consumer Protection Act of 1973 (Pub. L. 
93-86). It provides cost-sharing assist¬ 
ance to farmers and ranchers In estab¬ 
lishing measures for soil and water con¬ 
servation. environmental protection and 
enhancement, wildlife improvement and 
other similar purposes. The program will 
place emphasis on carrying out long-term 
and enduring type measures under an¬ 
nual or long-term cost-share agreements. 

The Impact of this program on the en¬ 
vironment wHl generally be beneficial. 
Major adverse environmental effects are 
not anticipated in Implementing this pro¬ 
gram. Some minor impacts may occur, 
principally during the construction of 
certain of the practices such aa noise, 
dust and fumes from machinery opera¬ 
tion. soil open for potential erosion, some 
wildlife habitat disturbed, etc. 

This draft statement was filed with the 
Council on Environmental Quality on 
November 5. 1975. Copies of the state¬ 
ment have been forwarded to all State 
Clearinghouses, various conservation 
and environmental organizations and 
Federal agencies as outlined in the CEQ 
guidelines. To assist In Implementing 
this program early in 1976, we wish to 
receive any comments on the draft state¬ 
ment by January 5,1976. 

Copies of the statement are available 
for inspection during regular working 
hours at USDA. Agricultural Stabiliza¬ 
tion and Conservation Service. Room 
4702 South Building, 14th and Inde¬ 
pendence Avenue. SW., Washington, D.C. 
20250. and at all State offices for the 
Agricultural Stabilization and Conserva¬ 
tion Service. A limited number of single 
copies are available upon request at the 
Washington. D.C. office. 

Comments concerning the draft state¬ 
ment should be addressed to the Direc¬ 
tor, Environmental Quality and Land 
Use Division, Agricultural Stabilization 
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and Conservation Service. Room 4091 
South Building. 14th and Independence 
Avenue, SW., Washington. D.C. 20250. 

All comments must le received on or 
before January 5. 1976. in order to be 
sure of consideration In the preparation 
of the final environmental Impact 
statement 

Signed at Washington. D.C, on Decem¬ 
ber 2. 1975. 

E. J. Person, 

Acting Administrator, Aoricul- 
tural Stabilization and Con¬ 
servation Service. 

|FR Doc.75-32955 Filed !3 S 76;8:45 am] 


Food and Nutrition Service 

NATIONAL SCHOOL LUNCH PROGRAM, 
SCHOOL BREAKFAST PROGRAM. SPE¬ 
CIAL MILK PROGRAM. AND COMMOD¬ 
ITY ONLY SCHOOLS 

Income Poverty Guidelines for Determining 
Eligibility for Free and Reduced Price 
Meals and Free Milk 

This notice amends the Secretary’s in¬ 
come poverty guidelines to substitute 
schedules showing the guidelines levels 
when Increased by 95 percent for the 
previous schedules showing the levels 
when increased by 75 percent. Public Law 
94-105. enacted October 7. 1975 amends 
the requirements for reduced price 
lunches specified in section 9 of the Na¬ 
tional School Lunch Act (42 U.S.C. 1758). 
As amended, this section requires that all 
schools participating in the National 
School Lunch Program, or utilizing com¬ 
modities donated by the Department, 
provide free lunches to children from 
families whose income is at or below the 
applicable family-size Income level in 
the Secretary's Income poverty guide¬ 
lines. and requires that schools provide 
lunches at a reduced price to children 
from families whose Income is above the 
income level prescribed by State educa¬ 
tional agencies for free meals, and below 
195 percont of the applicable family-size 
Income level in the Secretary’s income 
poverty guidelines. 

Also, the law adds subsection (a) to 
section 12 of the National School Lunch 
Act (42 U.8.C. 1760) to provide that the 
value of assistance to children under 
the Act may not be considered as Income 
under any Federal or State laws. Sec¬ 
tion 11(b) of the Child Nutrition Act of 
1966 (42 U.8.C. 1780) contains a like 
provision which is applicable to the 
School breakfast and Special Milk Pro¬ 
grams. 

Section 4(e) of the Child Nutrition Act 
of 1966 (42 U.S.C. 1773(e)) requires that 
free and reduced price breakfasts be 
served In the 8chool Breakfast Program 
under the same conditions as are estab¬ 
lished under the National School Lunch 
Act for free and reduced price lunches. 
Section 3 of the Cliild Nutrition Act of 
1966 (42 U.8.C. 1772) provides that chil¬ 
dren who qualify for free lunches under 
the Secretary’s guidelines shall also be 
eligible for free milk. 

Under the legislation, each State edu¬ 
cational agency is required to prescribe 
income guidelines for both free and re¬ 
duced price meals and free milk by fam¬ 


ily size, for use by schools in the State. 
In the case of free meals and free milk, 
the State guidelines may not be less than 
the applicable family size income level 
prescribed by the Secretary and may not 
exceed the Secretary’s guidelines by more 
than 25 percent. The maximum eligibility 
criteria for reduced price meal service 
must be established at 95 percent tn ex¬ 
cels of the Secretary’s guidelines. 

Pursuant to section 9 of the National 
School Lunch Act, as amended, and sec¬ 
tions 3 and 4<e) of the Child Nutrition 
Act of 1960. as amended, the Income pov¬ 
erty guidelines for determining eligibility 
for free and reduced price meals in the 
National School Lunch Program. School 
Breakfast Program, and commodity only 
schools and for free milk in schools In the 
Special Milk Program during fiscal year 
1976 arc prescribed by the Secretary In 
the following tables. Also Included, for 
the convenience of State educational 
agencies, arc the Secretary’s income pov¬ 
erty guidelines when Increased by 25 per¬ 
cent and when increased by 95 percent. 
The increased figures represent the maxi¬ 
mum levels which may be prescribed by 
State educational agencies In determin¬ 
ing eligibility for free meals and free 
milk, and the mandatory level for deter¬ 
mining eligibility for reduced price meals, 
respectively. The Secretary’s guidelines 
remain the minimum level for free meals 
and free milk: all children at or below 
such levels shall be served a free meal 
and free milk. Guidelines for the island 
of Guam are identical to those estab¬ 
lished for the State of Hawaii, due to 
comparable costs of living. 
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Income poverty guidelines, fiscal year 1976 
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Income poverty guidelines, fiscal year 1970 
(Hawaii and Guam) 
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The Secretary’s Income poverty guide¬ 
lines are based on the previous year’s 
poverty level adjusted for the year-to- 
year change In the Consumer Price In¬ 
dex. This procedure is consistent with 
the basic procedure used by the Bureau 
of the Census In updating its latest sta¬ 
tistics on poverty levels. 

’’Income,” as the term is used in this 
notice. Is similar to that defined In the 
Bureau of the Census report. ••Charac¬ 
teristics of the Low-Income Popula¬ 
tion: 1971/’ Consumer Income, Current 
Population Reports, series P-60. No. 86. 
December 1972. “Income” means Income 
before deductions for Income taxes, em¬ 
ployees’ social security taxes, lasurance 
premiums, bonds, etc. It Includes the 
following: 

(1) Monetary compensation for serv¬ 
ices. including wages, salary, commis¬ 
sion. or fees: (2) net income from non- 
farm self-employment; (3) net Income 
from farm self-employment: (4) social 
security payments; (5) dividends or in¬ 
terest on savings or bonds. Income from 
estates or trusts, or net rental income; 
(6) public assistance or welfare pay¬ 
ments; (7) unemployment compensa¬ 
tions; <8) Government civilian employ¬ 
ee or military retirement or pension or 
veterans* payments; (9) private pensions 
or annuities; (10) alimony or child sup¬ 
port payments; (11) regular contribu¬ 
tions from persons not living in the 
household; (12) net royalties: and (13) 
other cash income. Other cash Income 
would include cash amounts received or 
withdrawn from any source including 
savings, investments, trust accounts, and 
other resources which would be avail¬ 
able to pay the price of a child’s mcaL 

“Income/* as the term Is used In this 
notice, does not include any Income or 
benefits received under any Federal pro¬ 
gram which are excluded from consid¬ 
eration as income by any legislative pro¬ 
hibition, for example, income received 
by volunteers for services performed in 
the National Older Americans Volunteer 
Program as stipulated in the 1973 
amendments to the Older Americana 
Act of 1965, Public Law 93-29 ( 87 Stat. 
30): nor does the term Include Income 
used for the following special hardship 
conditions which could not be reason¬ 
ably anticipated or controlled by the 
household: (1) Unusually high medical 
expenses; (2) shelter costs In excess of 
30 percent of Income as defined herein; 
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(3) special education expenses due to 
the mental or plwlcal condition of a 
child; and (4) disaster or casualty losses. 
Furthermore, the vilue of assistance to 
children or their families shall not be 
considered as income if prohibited by the 
authorizing legislation, e.g. the National 
School Lunch Act. the Child Nutrition 
Act of 1966. and the Food Stamp Act of 
1964. 

In applying guidelines, school food au¬ 
thorities may consider both the income 
of the family during the past 12 months 
and the famllv’s current rate of Income 
to determine which is the better indi¬ 
cator of the need for free and reduced- 
price meals: Provided, however, thnt 
children whose parent? or guardians be¬ 
come unemployed shall be eligible for 
free or reduced rrlce meals or free milk 
during the period of unemployment. If 
the loss of Income causes the family in¬ 
come to be within the eligibility criteria 
of the school food authority. 

Effective Dote . This notice shall be ef¬ 
fective as of October 7.1975. 

Dated: December 1.1975 

Richard L, Pettner. 

Assistant Secretary. 

|FR Doc.75-32770 Piled 12-6 75:8:46 *m\ 


DEPARTMENT OF COMMERCE 

Domestic and International Business 
Administration 

FOREIGN AVAILABILITY SUBCOMMITTEE 

OF THE NUMERICALLY CONTROLLED 

MACHINE TOOL TECHNICAL ADVISORY 

COMMITTEE 

Notice of Open Meeting 

Pursuant to the provisions of the Fed¬ 
eral Advisory Committee Act. 5 UJ3.C. 
App. I (Supp. IV. 19741, notice Is hereby 
given that a meeting of the Foreign 
Availability Subcommittee of the Nu¬ 
merically Controlled Machine Tool 
Technical Advisory Committee will be 
held on Tuesday. January 13.1976 at 1:00 
pm. in Room 1851. Main Commerce 
Building. 14th and Constitution Avenue 
NW„ Washington. D C. 

The Numerically Controlled Machine 
Tool Technical Advisory Committee was 
Initially established on January 3. 1973. 
On December 20. 1974. the Acting As¬ 
sistant Secretary for Administration ap¬ 
proved the recharter and extension of 
the Committee for two additional years, 
pursuant to Section 5(c) <1 > of the Ex¬ 
port Administration Act of 1969. as 
amended. 50 U.S.C. App. See. 2404(c) (1) 
and tile Federal Advisory Committee 
Act. The Foreign Availability Subcom¬ 
mittee of the Numerically Controlled 
Machine Tool Technical Advisory Com¬ 
mittee was Initially established on July 
10. 1973. On July 15. 1975. the Director. 
Office of Export Administration approved 
the reestablishment of the Subcommit¬ 
tee. pursuant to the charter of the Com¬ 
mittee. 

The Committee advises the Office of 
Export Administration. Bureau of East- 
West Trade, with respect to questions 
Involving technical matters, world-wide 


availability and actual u til i z a tio n of pro¬ 
duction and technology, and licensing 
procedures which may affect the level of 
export controls applicable to numerically 
controlled machine tools, including tech¬ 
nical data related thereto, and including 
those whose export is subject to multi¬ 
lateral (COCOM) controls. The Foreign 
Availability Subcommittee was formed 
to determine the extent of foreign 
capability in numerically controlled 
technology. 

The agenda for the meeting is: (1) 
Opening remarks by the Subcommittee 
Chairman. 

(2> Presentation of papers or com¬ 
ments by the public. 

(3) Discussion of additional mca’ s of 
collecting foreign availability informa¬ 
tion on Free World non-COCOM coun¬ 
tries. 

The meeting will be open for public 
observation and a limited number of 
seats will be available. To the extent time 
permits members of the public may pre¬ 
sent oral statements to the Subcom¬ 
mittee. Written statements may be sub¬ 
mitted at any time before or after the 
meeting. 

Copies of the minutes of the meeting 
will be available upon written request 
addressed to the Freedom of Information 
Officer. Room 3100. Domestic and Inter¬ 
national Business Administration. U.S. 
Department of Commerce. Washington. 
D.C.20230. 

For further information, contact Mr. 
Charles C. Swanson. Director. Operations 
Division. Office of Export Administration, 
Domestic and International Business Ad¬ 
ministration, Room 1620. UJ8. Depart¬ 
ment of Commerce. Washington. D.C. 
20230. telephone: A/C 202/967-4196. 

Dated: December 3.1975. 

Lawrkncb J. Brady. 

Acting Director, Office of Export 
Administration. Bureau of 
East-West Trade . U.S. De¬ 
partment of Commerce . 

| PR Doc.75-23922 Filed 12-6-75:8:45 ao>1 


National Bureau of Standards 

CENTER FOR BUILDING TECHNOLOGY 
ADVISORY COMMITTEE 

Meeting 

Pursuant to the Federal Advisory Com¬ 
mittee Act, 5 U5.C. App. I (Supp. m, 
1973). notice is hereby given that the 
Center for Building Technology Advisory 
Committee will hold a meeting from 9 

a.m. to 4 pm. on January 13. 1976. In 
room 209 on the 2nd floor of the 
McOraw-Hill Building, 1221 Avenue of 
the Americas, New York, New York. 

The Committee was established in 
January 1973 to advise the Department 
of Commerce on matters relating to the 
Nation's needs in building research and 
technology. The Committee consists of 
19 members, balanced on the basts of 
their knowledge in such building areas 
as products, materials and equipment; 
construction unions; construction con¬ 
tractors (general and specialized) ; the 
design professions; the home building 


industry; owner-builders' financing, 
standards and codes: consumer interests; 
and 8tate and local governments. 

The purpose of this meeting la to ob¬ 
tain the Committee's advice on ap¬ 
proaches for more effective interaction 
of the Center with the building commu¬ 
nity. The meeting agenda will address 
the Center's activities in development 
and implementation of energy-conserva¬ 
tion performance standards for buildings, 
programs for coordination of building 
dimensions as part of a metric conver¬ 
sion effort, and other matters which the 
Chairman may deem appropriate to 
discuss. 

The public will be permitted to attend, 
to file written statements, and. to the 
extent time permits, to present oral 
statements. Questions or comments on 
the agenda should be submitted in writ¬ 
ing before January 9. 1976. to the Com¬ 
mittee Control Officer. Approximately 
25 scats will be available for the public. 

Copies of the minutes will be available 
on request thirty (30) days after the 
meeting. 

Inquiries may be addressed to the 
Commifcte Control Officer. Dr. Richard 
N. Wright. Director, Center lor Building 
Technology. Building 226. Room B-250. 
National Bureau of Standards. Wash¬ 
ington. D.C. 20234 (phone 301-931- 
3377). 

Dated: December 3. 1975. 

ER!*EST Am birr. 

Acting Director . 

(Fit Doc.75-22996 Filed 12-5-75;8:43 *m| 


DEPARTMENT OF HEALTH. 
EDUCATION, AND WELFARE 
National Institutes of Health 

NIH GRANTS PEER REVIEW SYSTEM 
Notice of Public Hearings 

Notice is hereby given that the Na¬ 
tional Institutes of Health (NIH) Grants 
Peer Review Study Team plans to hold a 
scries of three public hearings to solicit 
information from the scientific com¬ 
munity and other interested groups or 
individuals in conjunction with Its study 
of the NTH "grants peer review" system, 
previously announced in the Federal 
Register on September 4. 1975 (40 FR 
40870). 

Some of the general topics for which 
information is solicited include: 

1. Adequacy of the total review sys¬ 
tem. eg. 

a. The effectiveness of the system In 
serving and responding to societal needs 
and expectations for biomedical re¬ 
search on disease-related problems. 

b. The effectiveness of the system In 
assisting in maintenance of a strong, 
high quality national biomedical science 
base. 

c. The extent to which the system as¬ 
sists In meeting the best standards of 
public accountability for expenditure of 
public funds. 

2. Adequacy of the initial scientific re¬ 
view. 
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3. Adequacy of the Council review. 

4. Adequacy of the priority rating 
system. 

5. Impact of the Privacy Act of 1974. 

6. Impact of the Freedom of Informa¬ 
tion Act. as amended In 1974. 

7. Impact of the Federal Advisory 
Committee Act. 

8. Recommendations as to how the 
present Orants Peer Review System con 
be improved. 

The hearings are open to interested 
members of the public and will be held 
from 9 a.m. until 5 pjn. as follows: 

February 12, 1976—Chicago, Ill.. 219 S. 
Dearborn Street, Rm. 204A. 

February 19. 1976—San Francisco. 
Calif., 655 Battery Street, Rm. 503. 

February 26,1976—Bethesda, Md.. Na¬ 
tional Institutes of Health, 900C Rock¬ 
ville Pike. Bldg. 1, 3rd floor, Wilson Hall. 

Attendance and the number of pres¬ 
entations will be limited to the time and 
space available. Thus, all individuals 
wishing to attend or present statements 
at these hearings should contact Dr. 
Mathilde Solowcy. Executive Secretary. 
NIH Orants Peer Review 8tudy Team. 
Room 4A35, Bldg. 31. National Institutes 
of Health, 9000 Rockville Pike. Bethesda, 
Md. 20014. <301) 496-1231. by 5:00 p.m. 
E.S.T., January 16. 1976, stating which 
hearing site they wish to attend, and 
whether or not they wish to make a 
presentation. 

Those planning to make a presentation 
must file a written statement or detailed 
summary of their presentation with the 
Executive Secretary before 5:00 p.m. 
E.S.T. on January 30,1976. Only speakers 
discussing subjects relevant to the study 
will be scheduled. 

Initially, each speaker will be limited 
to a maximum of ten minutes, although 
more time may be available depending 
on the number of scheduled speakers. 

Those who cannot attend the hearings, 
but would like to submit a written state¬ 
ment. are encouraged to do so. 

Dated: December 1,1975. 

Donald 8. Fredrickson. 

Director . NIH. 

|PR Doc.75-32931 Filed 12-5-75:8:45 am) 


Office of Education 

ADVISORY COUNCIL ON FINANCIAL AID 
TO STUDENTS 

Notice of Public Meeting 

Notice is hereby given, pursuant to 
Section 10<a) (2) of the Federal Advisory 
Committee Act (Pub. L. 92-463). that the 
next meeting of the Adivsory Council on 
Financial Aid U> Students will be held 
on February 9 and 10, 1976. from 9:00 
am. to 4:30 p.m., in Room 3000 (Assist¬ 
ant Secretary Conference Room), Fed¬ 
eral Office Building «6. 400 Maryland 
Avenue. 8.W., Washington, D.C. 20202. 

The Advisory Council on Financial Aid 
to Students is established under Section 
499(a) of the Higher Education Act of 
1965. as amended (20 U.8.C. 1089). The 
Committee shall advise the Commission¬ 


er on matters of general polio* arising 
in the administration by the Commis¬ 
sioner of programs relating to financial 
assistance to students and on the evalu¬ 
ation of the effectiveness of these pro¬ 
grams. 

The meeting of the Committee shall 
be open to the public. The proposed 
agenda includes: 

1. Deliberation on twenty-one written 
papers by Council members on Federal 
financial aid programs. 

2. Matters pertaining to content of 
Council's Second Annual Report. 

Records shall be kept of all Commit¬ 
tee proceedings and shall be available 
for public inspection at the Council’s 
Office located In Room 4669. Regional 
Office Building »3. 7th and D Streets, 
SW., Washington. D C. 20202. 

Signed at Washington. D.C. on Decem¬ 
ber 3, 1975. 

Warren T. Troutman. 

OE Delegate. 

|PR Doc.75-32932 Filed 12-5-75:8:45 am] 

DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 
OfTice of Interstate Land Sales 
Registration 

| Docket No. N-75-458J 

CINNAMON LAKE 
Notice of Hearing 

In the matter of Cinnamon Lake. 
OILSR No. 0-0987-41-4. Doc. No. 75-248- 
IS. Pursuant to 15 U.S.C. 1706(d) and 24 
CFR 1720.160(d). 

Notice is hereby given that: 1. Cin¬ 
namon Lake. Avland Development Com¬ 
pany. John F. Shoemaker, President, its 
officers and agents, hereinafter referred 
to as ’’Respondent,” being subject to the 
provisions of the Interstate Land Sales 
Full Disclosure Act (Pub. Law 90-448) 
<15 U.S.C. 1701 et seq.). received a NoUce 
of Proceedings and Opportunity for 
Hearing issued October 22. 1975, which 
was sent to the developer pursuant to 15 
U.8.S. 1706(d). 24 CFR 1710.45(b)(1) 
and 1720.125 Informing the developer of 
Information obtained by the Office of 
Interstate Land Sales Registration al¬ 
leging that the Statement of Record and 
Property Report for Cinnamon Lake, lo¬ 
cated in Ohio, contain untrue statements 
of material fact or omit to state mate¬ 
rial facts required to be stated therein 
or necessary to make the statements 
therein not misleading. 

2. The Respondent filed an Answer 
received November 18. 1975. in response 
to the Notice of Proceedings and Op¬ 
portunity for Hearing. 

3. In said Answer the Respondent re¬ 
quested a hearing on the allegations 
contained In the Notice of Proceedings 
and Opportunity for Hearing. 

4. Therefore, pursuant to the provi¬ 
sions of 15 UB.C. 1706(d) and 24 CFR 
1720.160(d), it is hereby ordered . That 
a public hearing for the purpose of tak¬ 
ing evidence on the questions set forth 


In the NoUce of Proceedings and Oppor¬ 
tunity for Hearing will be held before 
Judge James W. Mast, in Room 7146, 
Department of HUD. 451 7th Street 8W., 
Washington. D.C., on January 29, 1976. 
at 10:00 a m. 

The following time and procedure is 
applicable to such hearing: All affidavits 
and a list of all witnesses are requested 
to be filed with the Hearing Clerk. HUD 
Building. Room 10150. Washington. 
D.C. 20410 on or before January 15, 
1976. 

6. The Respondent is hereby notified 
that failure to appear at the above 
scheduled hearing shall be deemed a 
default and the proceedings shall be de¬ 
termined against Respondent, the alle¬ 
gations of which shall be deemed to be 
true, and an order Suspending the State¬ 
ment of Record, herein Identified, shall 
be issued pursuant to 24 CFR 1710.45(b) 
( 1 ). 

This Notice shall be served upon Uie 
Respondent forthwith pursuant to 24 
CFR 1720 440. 

By the Secretary. 

Dated: November 25.1975. 

James W. Mast, 
Administrative Law Judge. 

|FR Doc.75-32925 Filed 12-5-75;8:45 am] 


NUCLEAR REGULATORY 
COMMISSION 

| Docket No. 50-3341 

DUQUESNE LIGHT CO., ET AL (BEAVER 

VALLEY POWER STATION. UNIT 1) 

Order Convening Evidentiary Hearing 

The Atomic Safety and Licensing 
Board was Informed in a telephonic 
conference call on December 1.1975 that 
all parties are available and ready to 
proceed with additional matters at an 
cvldenUary hearing, and that Decem¬ 
ber 16, 1975 is a convenient date. The 
Board was Informed by Duqueen© Light 
Company, et al. (Applicants) that a mo¬ 
tion would be filed for a low power testing 
license, not to exceed one percent 1 of 
full power, within this week. 

Wherefore , if Lar ordered. In accordance 
with the Atomic Energy Act, as amended, 
and the Rules of PracUce of the Nuclear 
Regulatory Commission, that a session 
of evidentiary hearings shall convene at 
9:00 a.m. on Tuesday. December 16. 1975 


* This one percent limit appears consistent 
with the application of expressio uni us est 
exclusio a! terms to Section 50.57(c) of the 
Commission's rules. In addition, the Appeal 
Board has recently applied a similar Inter¬ 
pretation In bolding that the specifics stated 
in a rule are controlling over the general 
language. In the Hatter of Toledo Edison 
Company, ct al., ALAB-3G0, 81lp Op., page 16, 
citing Gins burg v. Popkin. 285 US. 204, 208 
(1932): “General language of a statutory 
provision, although broad enough to Include 
it. will not be held to apply to a matter 
specifically dealt with in another part of the 
same enactment.” 


FEDERAL REGISTER. VOL 40, NO. 236—MONOAY, DECEMBER 8, 1975 







NOTICES 


372T>7 


In Courtroom No. 2. 8th Floor. U.S. Dis¬ 
trict Court, U.S. Post Office and Court¬ 
house. 7th and Orand Streets, Pitts¬ 
burgh, Pennsylvania. 

Issued: December 2. 1975, Bethesda. 
Maryland. 

Atomic Satctt and Licens¬ 
ing Board. 

Samuel W. Jknsch, 

Chairman . 

IPR Doc.75-32884 PU*d 12-8-75; 8 : 46 *m\ 


(Docket No. 50 482A] 

KANSAS GAS AND ELECTRIC CO. AND 

KANSAS CITY POWER AND UGHT CO. 

(WOLF CREEK GENERATING STATION, 

UNIT NO. 1) 

Rescheduling Prehearing Conference 

Pursuant to the request of counsel 
for all partless at a telephone conference 
held this dale, and for good cause shown, 
the previously scheduled prehearing con¬ 
ference in the above-captioned proceed¬ 
ing is hereby rescheduled for Friday, 
January 2, 1976, at 9 a m. local time 
at the Nuclear Regulatory Commission 
Hearing Room. 6th Floor, East West 
Towers, 4350 East-West Highway. 
Bethesda, Maryland The prehearing 
conference will consider the matters and 
Issues described In the original Order 
therefor, which notice and order is In¬ 
corporated herein by reference. 

It Is so ordered. 

Dated at Bethesda, Maryland, this 2nd 
day ol December, 1975. 

The Atomic Safety and Licensing 
Board. 


Marshall E. Miller. 

Chairman . 

(FR Doc 75 32885 Filed 12 5-75;8 45 %m) 


(Docket No. F-644-A1 

PACIFIC GAS AND ELECTRIC CO. 

Roceipt of Partial Application for Construc¬ 
tion Permits and Facility License: Time 
for Submission of Views on Antitrust 
Matters 

Pacific Gas and Electric Company (the 
applicant), pursuant to section 103 of 
the Atomic Energy Act of 1954, aa 
amended, has filed one part of an appli¬ 
cation, dated August 14, 1975. in connec¬ 
tion with their plans to construct and 
operate two reactors in Stanislaus 
County. California. The portion of the 
application filed contains the informa¬ 
tion requested by the Attorney General 
for the purpose of an antitrust review 
of the application as set forth in 10 CFR 
Part 50. Appendix L. 

The remaining portions of the appli¬ 
cation consisting of an Environmental 
Report and the Preliminary Safety Anal¬ 
ysis Report (PSAR) pursuant to 5 2.101 
of Part 2. are expected to bo filed In 
September 1976 and April 1977, respec¬ 
tively. Upon receipt of the remaining 
portions of the application dealing with 
radiological health and safety and envi¬ 
ronmental matters, separate notices of 


receipt will be published by the Commis¬ 
sion Including an appropriate notice of 
hearing. 

A copy of the partial application will 
be avaUablc for public Inspection at the 
Commission’s Public Document Room. 
1717 H Street. NW., Washington. DC. 
20555, and at the Local Public Document 
Room. Stanislaus County Free Library. 
1500 I Street, Modesto. California 95345. 
Docket No. P-564-A has been assigned 
to the application and It should be ref¬ 
erenced in any correspondence relating 
to it 

Any persons who wishes to have his 
views on the antitrust matters of the 
application presented to the Attorney 
General for consideration should submit 
such view’s to the UB. Nuclear Regula¬ 
tory* Commission, Washington. DC. 
20555. Attention: Chief. Office of Anti¬ 
trust and Indemnity, Office of Nuclear 
Reactor Regulation, on or before Janu¬ 
ary 30. 1978. 

Dated at Bethesda, Md., this 21st day 
of November 1975. 


For the Nuclear Regulatory Commis¬ 
sion. 


A. Sctiwencer. 

Chief , Liffht Water Reactors 
Branch 2-3, Division of Re¬ 
actor Licensing . 


(FR Doc.75-32094 Filed 11-28-75:8:45 am] 


(Docket No. 50-540] 

POWER AUTHORITY OF THE STATE OF 

NEW YORK (GREENE COUNTY NUCLEAR 

POWER PLANT) 

Hearing on Application for Construction 
Permit 

Pursuant to the Atomic Energy Act of 
1954, as amended (the Act), and the reg¬ 
ulations In Title 10, Code of Federal 
Regulations, Part 50. "Licensing of Pro¬ 
duction and Utilization Facilities," Part 
51, "Licensing and Regulatory Policy and 
Procedures for Environmental Protec¬ 
tion." and Part 2. "Rules of Practice," 
notice is hereby given that a hearing will 
be held before an Atomic Safety and 
Licensing Board (Board). to consider the 
application filed under the Act by the 
Power Authority of the State of New 
York (the applicant), for a construction 
permit for a pressurized water reactor 
designated as the Greene County Nu¬ 
clear Power Plant (the facility), which 
will be designed for operation at 3600 
thermal megawatts with a net electrical 
output of approximately 1273 megawatts. 
The proposed facility is to be located in 
Greene County. New York. 

The hearing, which will be scheduled 
to begin in the vicinity of the site of the 
proposed facility, will be conducted by 
an Atomic Safety and Licensing Board 
(Board), which has been designated by 
the Chairman of the Atomic Safety and 
Licensing Board Panel. The Board con¬ 
sists of Dr. George A. Ferguson. Dr. 
Cadet H. Hand. Jr. and Frederic J. 
Coufal. Esquire, Chairman. 

Pursuant to 10 CFR 2.785, an Atomic 
Safety and Licensing Appeal Board will 
exercise the authority and the review 


function which would otherwise be exer¬ 
cised and performed by the Commission. 
Notice as to the membership of the Ap¬ 
peal Board will be published In the Fed¬ 
eral Register at a later date. 

Upon completion by the Commission's 
stall of a favorable safety evaluation of 
the application and an environmental 
review, and upon receipt of a report by 
the Advisory Committee on Reactor Safe¬ 
guards. the Director of Nuclear Reactor 
Regulation will consider making affirma¬ 
tive findings on Items 1-3, a negative 
finding on Item 4. and an affirmative 
finding on Item 5 specified below as a 
basis for the issuance of a construction 
permit to the applicant. In the event that 
a separate hearing is held with respect to 
a limited work authorization. Item 0 
below describes the matters for consid¬ 
eration. 

Issues Pursuant to the Atomic Energy 
Act of 1954, as Amended # 

1. Whether In accordance with the 
provisions of 10 CFR 50.35(a): (a) The 
applicant has described the proposed de¬ 
sign of the facility including, but not 
limited to, the principal architectural 
and engineering criteria for the design, 
and has identified the major features or 
components Incorporated therein for the 
protection of the health and safety of the 
public: 

(b) Such further technical or design 
information as may be required to com¬ 
plete the safety analysis and which can 
reasonably be left for later considera¬ 
tion. will be supplied in the final safety 
analysis report; 

(c) Safety features or components, if 
any, which require research and develop¬ 
ment have been described by the appli¬ 
cant and the applicant has identified, 
and there will be conducted a research 
and development program reasonably 
designed to resolve any safety questions 
associated with such features or com¬ 
ponents; and 

(d> On the basis of the foregoing, 
there is reasonable assurance that (l) 
such safety questions will be satis¬ 
factorily resolved at or before the latest 
date stated in the application for com¬ 
pletion of construction of the proposed 
facility, and (ID taking into considera¬ 
tion the site criteria contained In 10 CFR 
Part 100, the proposed facility can be 
constructed and operated at the proposed 
location without undue risk to the health 
and safety* of the public. 

2. Whether the applicant Is technically 
qualified to design and coastruct the pro¬ 
posed facility: 

3. Whether the applicant is finan¬ 
cially qualified to design and construct 
the proposed facility: and 

4. Whether the issuance of a permit 
for construction of the facility will be 
inimical to the common defense And 
security or to the health and safety of the 
public. 

Issue Pursuant to National Environ¬ 
mental Police Act or 1969 (NEPA) 

5. Whet)>er. in accordance with the re¬ 
quirements of 10 CFR Part 51, the con¬ 
struction permit should be issued as 
proposed. 
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Issues Pursuant to 10 CFR 2.761a 
(Limited Work Authorization) 

6. Pursuant to 10 CFR 2.761a. a sepa¬ 
rate hearing and partial decision by the 
Board on Issues pursuant to NEPA and 
general site suitability and certain other 
possible issues may be held and issued 
prior to and separate from the hearing 
and decision on other Issues. In the event 
the Board, alter the hearing, makes 
favorable findings on such issues, the Di¬ 
rector of Nuclear Reactor Regulation 
may. pursuant to 10 CFR 50.10(e) au¬ 
thorize the applicant to conduct certain 
onsite work entirely at its own risk prior 
to completion of the remainder of the 
proceeding. 

In the event that this proceeding is 
not a contested proceeding, as defined by 
10 CFR 2.4<n), the Board will determine 
without conducting a de novo evalua¬ 
tion of the application: (1) whether the 
application and the record of the 
proceeding contain sufficient informa¬ 
tion. the review of the application by the 
Commission's stafT has been adequate to 
support the proposed findings to be 
made by the Director of Nuclear Reactor 
Regulation on Items 1-4 above, and to 
support, insofar as the Commission’s li¬ 
censing requirements under the Act arc 
concerned, the issuance of the construc¬ 
tion permit proposed by the Director of 
Nuclear Reactor Regulation; and (2) 
whether the NEPA review conducted by 
the Commission's staff has been 
adequate. 

In the event that this proceeding 
becomes a contested proceeding, the 
Board will consider and Initially decide, 
as issues in this proceeding. Items 1-5 
above as a basis for determining whether 
a construction permit should be issued to 
the applicant 

With respect to the Commission’s 
responsibilities under NEPA. and regard¬ 
less of whether the proceeding is con¬ 
tested or uncontested, the Board will, in 
accordance with 151.52(c) of 10 CFR 
Part 51: (1) determine whether the re¬ 
quirements of section 102(2) (A), (C)» 
and (D) of NEPA and Part 51 have been 
complied with In this proceeding; (2) 
independently consider the final balance 
among conflicting factors contained in 
the record of the proceeding for the 
permit with a view to determining the 
appropriate action to be taken; and (3) 
determine after weighing the environ¬ 
mental. economic, technical and other 
benefits against environmental and other 
costs, and considering available alterna¬ 
tives whether a construction permit 
should be issued, denied, or appropriately 
conditioned to protect environmental 
values. 

The Board will convene a special pre- 
hearing conference of the parties to the 
proceeding and persons who have filed 
petitions for leave to intervene, or their 
counsel, to be held within sixty (60) 
days after the notice of hearing is pub¬ 
lished or at such other time as the Board 
deems appropriate, for the purpose of 
dealing with the matters specified In 10 
CFR 2.751a. 


NOTICES 

The Board will convene a prehearing 
conference of the parties, or their coun¬ 
sel. to be held subsequent to any required 
special prehearing conference, and 
within sixty (60) days after discovery 
has been completed or at such other time 
as the Board may specify, for the purpose 
of dealing with the matters specified In 
10 CFR 2.752. 

The Board will set the time and place 
for any special prehearing conference, 
prehearing conference and evidentiary 
hearing, and the respective notices will 
be published In the Federal Register. 

Any person who docs not wish, or is 
not qualified, to become a party to this 
proceeding may request permission to 
make a limited appearance pursuant to 
the provisions of 10 CFR 2.715. A person 
making a limited appearance may make 
an oral or written statement on the 
record. He docs not become a party, but 
may state his position and raise ques¬ 
tions which he would like to have 
answered to the extent that the ques¬ 
tions are within the scope of Items 1-5 
above. Limited appearances will be per¬ 
mitted at the time of the hearing at the 
discretion of the Board, within such 
limits and on such conditions as may be 
fixed by the Board. Persons desiring to 
make a limited appearance are requested 
to inform the Secretary of the Commis¬ 
sion by February 6. 1976. The presiding 
Atomic Safety and Licensing Board may 
make further provision with respect to 
limited appearances subsequently during 
the course of this proceeding. 

Any person whose interest may be 
affected by the proceeding, who wishes to 
participate as a party In the proceeding 
must file a written petition under oath or 
affirmation for leave to intervene in ac¬ 
cordance with the provisions of 10 CFR 
2.714. A petition for leave to intervene 
shall set forth the interest of the peti¬ 
tioner in the proceeding, how that 
interest may be affected by the results of 
the proceeding, and any other conten¬ 
tions of the petitioner including the 
facts and reasons why he should be per¬ 
mitted to intervene, with particular 
reference to the following factors: (1) 
the nature of the petitioner's right under 
the Act to be made a party to the 
proceeding; (2) the nature and extent of 
the petitioner’s property, financial, or 
other Interest in the proceeding; and 
(3) the possible effect of any order which 
may be entered In the proceeding on the 
petitioner's interest. Any such petition 
shall be accompanied by a suportlng affi¬ 
davit identifying the specific aspect or 
aspects of the subject matter of the 
proceeding as to which the petitioner 
wishes to intervene and setting forth with 
particularity both the facts pertaining to 
his interest and the basis for his conten¬ 
tions with regard to each aspect on which 
he desires to intervene. A petition that 
sets forth contentions relating only to 
matters outside the Jurisdiction of the 
Commission will be denied. 

Those permitted to intervene become 
parties to the proceeding, subject to any 
limitations in the order granting leave to 


intervene, and have the opportunity to 
participate fully in the conduct of the 
hearing, including the opportunity to 
present evidence and cross-examine 
witnesses. 

A petition for leave to intervene must 
be filed with the Secretary of the Com¬ 
mission and others as specified below by 
January 7, 1976. A petition for leave to 
Intervene which is not timely will not be 
entertained absent a determination by 
the Board that the petitioner. In addition 
to the matters specified in 10 CFR 
2.714(d). has made a substantial showing 
of good cause for failure to file on time. 
The reasons for the tardiness in filing a 
petition for leave to Intervene, as well as 
the factors specified In 10 CFR 2.714(a) 
<l)-<4) shall be considered in making a 
determination whether there has been a 
substantial showing of good cause by the 
petitioner. 

Pursuant to 10 CFR 2.101, the applica¬ 
tion and the Environmental Report re¬ 
quired by 10 CFR 50.30(f), have been 
docketed without the full Preliminary 
Safety Analysis Report covering the 
matters in 10 CFR 50.34(a) and 50.34a, 
and without certain site suitability in¬ 
formation required for an authorization 
to conduct certain onsite work In accord¬ 
ance with 10 CFR 50.10(e). Under 10 
CFR 2.101, the omitted material should 
be filed by the applicant within six 
months. In view of this, any person who 
wishes to participate as a party in this 
proceeding pursuant to 10 CFR 2.714 
need not set forth in any petition for 
leave to intervene required to be filed by 
January 7. 1976, any contentions related 
to the omitted material. A deadline for 
filing of other contentions relating to 
matters covered in the omitted material 
will be established by the Board subse¬ 
quent to acceptance of the full PSAR 
for a detailed review. In all other as¬ 
pects. said petition must meet the re¬ 
quirements of 10 CFR 2.714, namely, set¬ 
ting forth the interest of the petitioner 
in the proceeding, facts and reasons why 
intervention should be permitted, and a 
general statement as to the subject mat¬ 
ter in the proceeding as to which Inter¬ 
vention is sought. 

An answer to this notice, pursuant to 
the provisions of 10 CFR 2.705, must be 
filed by the applicant by December 29. 
1975. 

Papers required to be filed in this pro¬ 
ceeding shall be filed by mail or telegram 
addressed to the Secretary of the Com¬ 
mission, United States Nuclear Regula¬ 
tory Commission. Washington. D.C. 
20555, Attention: Docketing and Serv¬ 
ice Section, or may be filed by delivery 
to the Commission's Public Document 
Room. 1717 H Street NW.. Washington, 
D.C. Pending further order of the Board, 
parties are required to file, pursuant to 
the provisions of 10 CFR 1 2.708, an 
original and twenty (20) conformed cop¬ 
ies of each such paper with the Commis¬ 
sion. A copy of any petition for inter¬ 
vention should also be sent to the Execu¬ 
tive Legal Director, VB. Nuclear Regu¬ 
latory Commission, Washington, D.C. 
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20555 and to Scott B. Lilly. Esquire. Gen¬ 
eral Counsel. Power Authority of the 
State of New York. 10 Columbus Circle. 
New York. New York 10019 and Lex 
Larson. Esquire, LeBoeuf, Lamb. Lelby k 
McRae. 1757 N Street NW.. Washington. 
DC. 20036, attorneys for the applicant 

For further details, see the application 
for a construction permit dated Septem¬ 
ber 13.1975. and the applicants environ¬ 
mental report dated September 12. 1975. 
which, along with any amendments or 
supplements thereto, are or will be avail¬ 
able as noted above for public Inspec¬ 
tion at the Commission's Public Docu¬ 
ment Room. 1717 H 8treet NW.. Wash¬ 
ington. D.C., between the hours of 8:30 
a m. and 5:00 p.ra. on weekdays. Copies 
of thoso documents will also be avail¬ 
able at the CatsklU Public Library. 
Pranklin Street. Catskill. New York for 
inspection by members of the public be¬ 
tween the hours of 12:00 p.m-8:00 pjn. 
on Mondays and Wednesdays; 10:00 
ajn.-6:00 p.m. on Tuesdays. Thursdays. 
Fridays, and Saturdays. As they become 
available, a copy of the applicant's Pre¬ 
liminary Safety Analysis Report includ¬ 
ing site suitability Information, the safety 
evaluation report by the Commission's 
Office of Nuclear Reactor Regulation, the 
draft and final environmental state¬ 
ments. the report of the Advisory Com¬ 
mittee on Reactor Safeguards (ACRS), 
the proposed construction permit, the 
transcripts of the prehearing conference* 
and of the hearing, and other relevant 
documents, will also be available at the 
above locations. Copies of the proposed 
construction permit and the ACRS re¬ 
port may be obtained, when available, 
by request to the Director, Division of 
Reactor Licensing. United States Nuclear 
Regulatory Commission, Washington, 
D C. 20555. Copies of the Office of Nu¬ 
clear Reactor Regulation's safety evalu¬ 
ation and final environmental statement, 
when available, may be purchased at cur¬ 
rent rates, from the National Technical 
Information Service. Springfield, Vir¬ 
ginia 22161. 

Dated at Washington. D.C. this 25th 
day of November 1975. 

United States Nucha* Reg¬ 
ulatory Commission. 

Samuel J. Chilk. 

Secretary o/ the Commission. 

ITU Doc.75-32701 Filed 12-5-75:8:46 am) 


POWER AUTHORITY OF THE STATE OF 
NEW YORK 

(Docket No. 60 649) 

Receipt of Partial Application for Construc¬ 
tion Permit and Facility License; Tim© 
for Submission of Views on Antitrust 
Matters 

Power Authority of the State of New 
York (the applicant), pursuant to Sec¬ 
tion 103 of the Atomic Energy Act of 
1954, as amended, has filed a part of an 
application dated July 25, 1975, in con¬ 
nection with their plans to construct and 
operate a reactor in Greene County. New 
York. Chneene County Nuclear Power 


Plant i the facility). will be a pressurized 
water reactor designed for operation at 
3600 thermal megawatts with a net elec¬ 
trical output of approximately 1273 
megawatts. This portion of the applica¬ 
tion filed contains the information re¬ 
quested by the Attorney General for the 
purpose of an antitrust review of the 
application av set forth In 10 CFR Part 
50. Appendix L. 

In addition, the general information 
portion of the application and the En¬ 
vironmental Report were docketed on 
September 15. 1975, but without the full 
Preliminary Safety Ana lysis Report in 
accordance with 10 CFR 2.101. The Pre¬ 
liminary Safety Analysis Report was 
tendered but initially rejected and is ex¬ 
pected to be re-submitted for docketing 
in the near future. A separate notice of 
receipt for this remaining portion will 
be published at that time. A notice of 
hearing is also being publshed separately 
r Wlin g with radiological health and 
lafety and environmental matters. 

Copies of the individual portions of th© 
application, as noted above, are avail¬ 
able for public Inspection at the Com¬ 
mission's Public Document Room, 1717 
H Street NW.. Washington. D.C. 20555, 
and at the CatsklU Public Library. 
Pranklin Street, CatskUl. New York 
12414. 

Docket No. 50-549-A has been as¬ 
signed to this antitrust portion of th© 
appUcaUon and it should be referenced 
in any correspondence relating to It Any 
person who wishes to have his views on 
the antitrust matters of the application 
presented to the Attorney General for 
consideration should submit such vlewi 
to the UJ3. Nuclear Regulatory Commis¬ 
sion. Washington. D.C. 20555. Attention: 
Chief. Office of Antitrust and Indemnity, 
Office of Nuclear Reactor Regulation, on 
or before February 6. 1976. 

Dated at Betheeda, Maryland, this 19 th 
day of November 1975. 


For the Nuclear Regulatory Commis¬ 
sion. 


A. ScirwENcx*. 

Chief , Light Water Reactors 
Branch 2-3. Division of Re¬ 
actor Licensing. 


|KR Doc.75-32702 Filed 12-3-75:8:46 *m) 


| Docket No. 60-206) 

SOUTHERN CALIFORNIA EDISON CO. AND 

SAN DIEGO GAS AND ELECTRIC CO. 

Proposed Issuance of Amendment to 
Provisional Operating License 

The Nuclear Regulatory Commission 
(the Commission) is considering issuance 
of an amendment to Provisional Operat¬ 
ing License No. DPR-13 Issued to South¬ 
ern California Edison Company and San 
Diego Gas and Electric Company (th© 
licensees) for operation of th© San 
Onofre Nuclear Generating Station Unit 
1, located In San Diego County. Cali- 
fomla. 

The license amendment would revise 
the Technical Specifications for the fa¬ 
culty to Incorporate requirements for 


periodic load bearing tests and visual in¬ 
spections of the turbine deck and the 
turbine deck supporting structure. This 
Is intended to verify the capability of 
the post-tensioned turbine deck and the 
associated steel supporting structure to 
withstand the worst loading combina¬ 
tions (normal, seismic and impact load¬ 
ing) assumed In the design of the new air 
pallet system which would support the 
spent fuel shipping cask during transfers 
across the turbine deck. Modifications to 
the cask handling system in addition to 
the proposed new air pallet system also 
involve proposed strengthening of the 
support structure at the south and north 
turbine deck extensions. 

Prior to issuance of the proposed li- 
ocnM* amendment, the Commission will 
have made the findings required by the 
Atomic Energy Act of 1954. as amended 
(the Act), and the Commission's regu¬ 
lations. 

By January 7,1976 the licensee may file 
a request for a hearing and any person 
whose interest may be affected by this 
proceeding may file a request for a hear¬ 
ing in the form of a petition for leave to 
Intervene with respect to the issuance of 
tho amendment to the subject provisional 
operating license. Petitions for leave 1© 
Intervene must be filed under oath or 
affirmation in accordance with the pro¬ 
visions of 5 2.714 of 10 CFR Part 2 of 
the Commission’s regulations. A petition 
for leave to Intervene must set forth the 
in tercet of the petitioner in the pro*-ced¬ 
ing, how that interest may be affected 
by the results of the proceeding, and the 
petitioner's contentions with respect to 
the proposed licensing action. Such peti¬ 
tions must be filed in accordance with 
the provisions of this Federal Register 
notice and * 2.714. and must be filed with 
the Secretary of the Commission. U.S. 
Nuclear Regulatory Commission, Wash¬ 
ington, D C. 20555, Attention: Docketing 
and Service 8ectlon, by the above date. 
A copy of the petition and/or request for 
a hearing should be sent to the Executive 
Legal Director. U.S. Nuclear Regulatory 
Commission, Washington, D.C. 20555, 
and to Rollin E. Woodbury. Southern 
California Edison Company. Post Office 
Box 800, Rosemead. California 91770, 
and C. Hayden Ames. Saii Diego Gas and 
Electric Company. Ill Sutter Street. 8an 
Francisco, California 94104. attorneys 
for the licensees. 

A petition for leave to intervene must 
be accompanied by a supporting affi¬ 
davit which identifies the specific aspect 
or aspects of the proceeding as to whtrh 
intervention Is desired and specifies with 
particularity the facts on which the peti¬ 
tioner relies as to both his interest and 
his contentions with regard to each as¬ 
pect on which intervention Ls requested. 
Petitions stating contentions relating 
only to matters outside the Commission's 
jurisdiction will be denied. 

All petitions wlli be acted upon by the 
Commission or licensing board, desig¬ 
nated by the Commission or by the 
Chairman of the Atomic Safety and Li¬ 
censing Board Panel. Timely petitions 
will be considered to determine whether 
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ft hearing should be noticed or another 
appropriate order Issued regarding the 
disposition of the petitions. 

In the event that a hearing is held and 
a person is permitted to intervene, he 
becomes a party to the proceeding and 
has a right to participate fully In the 
conduct of the hearing. Por example, he 
may present evidence and examine and 
cross-examine witnesses 

For further details with respect to this 
action, see the Commission’s letter to 
the licensee dated March 6. 1974, the 
licensee's report "Spent Fuel Shipping 
Cask Handling," dated March 21. 1975, 
and the proposed load bearing test and 
visual inspection of the turbine deck and 
structural supports (Proposed Change 
No. 42. dated November 11. 1975). All of 
these documents are available for pub¬ 
lic Inspection at the Commission's Public 
Document Room. 1717 H Street, NW. f 
Washington. D.C., and at the San Cle¬ 
mente Public Library. 233 Granada 
Street. San Clemente. California 92672. 
Safety Evaluation Reports will be pre¬ 
pared by the Office of Nuclear Reactor 
Regulation for the license amendment 
and for the proposed facility modifica¬ 
tions. The Safety Evaluation Reports and 
the license amendment, when issued, 
may be inspected at the above locations, 
and a copy may be obtained upon request 
addressed to the US. Nuclear Regulatory 
Commission. Washington, D.C. 20555. At¬ 
tention: Director, Division of Reactor 
Licensing. 

Dated at Bcthcsda, Maryland, this 1st 
day of December 1975. 


For the Nuclear Regulatory Commis¬ 
sion. 


Robert A. Purple, 
Chief Operating Reactors 
Branch No. J. Division of Re¬ 
actor Licensing. 


fFR Doc.75 32814 Piled 12 5-76;8 45 am] 


(Docket No. P-699-A] 

TENNESSEE VALLEY AUTHORITY 

Receipt of Partial Application for Construc¬ 
tion Permits and Facility Licenses: Time 
for Submission of Views on Antitrust 
Matters 

Tennessee Valley Authority (the ap¬ 
plicant) . pursuant to Section 103 of the 
Atomic Energy Act of 1954, as amended, 
has filed one part of an application, 
dated September 2. 1975, in connection 
with their plans to construct and operate 
2 pressurized water nuclear reactors on 
a site located near the boundary between 
the East Embaymcnt Block of the Mis¬ 
sissippi Embaymcnt Province nnd the 
Nashville Dome Province. The portion of 
the application filed contains the infor¬ 
mation requested by the Attorney Gen¬ 
eral for the purpose of an antitrust re¬ 
view of the application as set forth in 
10 CFR Part 50. Appendix L. 

The remaining portion of the applica¬ 
tion consisting of a Preliminary Safety 
Analysis Report accompanied by an En¬ 
vironmental Report pursuant to $ 2.101 
of Part 2. is expected to be filed during 
June, 1976. Upon receipt of the remain¬ 
ing portions of the application dealing 
with radiological health and safety and 


environmental matters, separate notices 
of receipt will be published by the Com¬ 
mission including an appropriate notice 
of hearing. 

A copy of the partial application is 
available for public inspection at the 
Commission s Public Document Room, 
1717 H Street, NW . Washington. D p. 
20555. Docket No. P-599-A has been as¬ 
signed to the application and It should 
be referenced in any correspondence re¬ 
lating to it. 

Any person who wishes to have his 
views on the antitrust matters of the 
application presented to the Attorney 
General for consideration should submit 
such views to the U.S. Nuclear Regula¬ 
tory Commission. Washington, D.C. 
20555. Attention: Chief, Office of Anti¬ 
trust and Indemnity, Office of Nuclear 
Reactor Regulation, on or before Jan¬ 
uary 19.1976. 

Dated at Ret heads., Md., this 11th day 
of November 1975. 


For the Nuclear Regulatory Commis¬ 
sion. 


Walter R. Butler. 
Chief . Light Water Reactors 
Branch 1-2. Division of Reac¬ 
tor Licensing. 


(PR Doc.75-30881 Piled 11-14-75:8:45 *n»| 


REGULATORY GUIDE 
Issuance and Availability 

The Nuclear Regulatory Commission 
has issued a new guide in its Regulatory 
Guide Series. This scries has been de¬ 
veloped to describe and make available 
to the public methods acceptable to the 
NRC staff of implementing specific parts 
of the Commission's regulations and. in 
some cases, to delineate techniques used 
by the stall in evaluating specific prob¬ 
lems or postulated accidents and to pro¬ 
vide guidance to applicants concerning 
certain of the information needed by the 
stall In its review of applications for 
permits and licenses. 

Regulatory Guide 1.97, "Instrumenta¬ 
tion for Light-Water-Cooled Nuclear 
Power Plants to Assess Plant Conditions 
During and Following an Accident," de¬ 
scribes a method acceptable to the NRC 
staff for complying with the Commis¬ 
sion's requirements to provide instru¬ 
mentation to monitor plant variables 
and systems during and following an 
accident in a light-water-cooled nuclear 
power plant. 

Comments and suggestions in connec¬ 
tion with < 1) Items for inclusion in guides 
currently being developed or (2) im¬ 
provements In all published guides are 
encouraged at any time. Public com¬ 
ments on Regulatory Guide 1.97 will, 
however, be particularly useful in eval¬ 
uating the need for an early revision If 
received by February 6.1976. 

Comments should be sent to the Sec¬ 
retary of the Commission. UB. Nuclear 
Regulatory Commission, Washington, 
D.C. 20555, Attention: Docketing and 
Service Section. 

Regulatory guides arc available for tn- 
espcctlon at the Commission's Public 
Document Room. 1717 H Street NW.. 
Washington. D.C, Requests for single 


copies of issued guides (which may be 
reproduced) or for placement on an 
automatic distribution list for single 
copies of future guides should be made In 
writing to the Director. Office of Stand¬ 
ards Development. U.8. Nuclear Regula¬ 
tory Commission. Washington, D.C. 
20556. Telephone requests cannot be ac¬ 
commodated. Regulatory guides are not 
copyrighted and Commission approval is 
not required to reproduce them. 

(5UB.C. 652(a)) 

Dated at Rockville, Maryland this 1st 
day of December 1975. 

For the Nuclear Regulatory Commis¬ 
sion. 

Robert B. Minoguk. 

Director. Office of 
Standards Development . 

| PR Doc.75-32888 Piled 12 -5-75:8:45 am] 


ENVIRONMENTAL PROTECTION 
AGENCY 

[PRL 485-71 

ALTERNATIVE WASTE MANAGEMENT 

TECHNIQUES FOR BEST PRACTICABLE 

WASTE TREATMENT 

Correction 

Pursuant to section 304(d) (2) of the 
Federal Water Pollution Control Act 
Amendments of 1972 (Public Law 92- 
500), the Environmental Protection 
Agency (EPA) gave notice on October 23. 
1975 <40 FR 49599) that Alternative 
Waste Management Techniques for Best 
Practicable Waste Treatment has been 
published in final form. 

The Notice of Availability which in the 
Federal Register of October 23, 1975 
contained two errors which require cor¬ 
rection as follows: 

(1) The first sentence of the fifth 
paragraph which reads "The Environ¬ 
mental Protection Agency gave notice 
on March 25. 1975 (39 FR 11135) that 
Alternative Waste Management Tech¬ 
niques for Best Practicable Treatment 
was available in proposed form" Is hereby 
revised to read "The Environmental Pro¬ 
tection Agency gave notice on March 25, 
1974 <39 FR 11135) that Alternative 
Waste Management Techniques for Best 
Practicable Treatment was available in 
proposed form." 

(2) The last paragraph which gives In¬ 
formation on ordering the report did not 
Include the Municipal Construction Divi¬ 
sion indentiflcatlon number. The last 
paragraph is hereby revised to read: "The 
report is available from the General 
Services Administration (8 FY), Central¬ 
ized Mailing Lists Services. Building 41, 
Denver Fedreal Center. Denver. Colo¬ 
rado 80225. The title and number of the 
report are Alternative Waste Manage¬ 
ment Techniques for Best Practicable 
Waste Treatment; MCD-13; No. EPA- 
430/9-75-013." 

Dated: December 2.1975. 

Andrew W. B r kid kn bach. 

Acting Assistant Administrator 
for Water and Hazardous Ma¬ 
terials. 

(PR Doc.76-32971 Piled 12-5-75;8:46 am] 
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IFRL 467-1) 

EFFLUENT STANDARDS AND WATER 

D UALITY INFORMATION ADVISORY 
OMMITTEE 

Notice of Meeting 

The Effluent Standards and Water 
Quality Information Advisory Commit¬ 
tee has established a Toxics Substances 
Task Force to assist the Environmental 
Protection Agency in implementation of 
Section 307(a) of PL 93-500 (Toxic Sub¬ 
stances Effluent Limitations). 

The first workshop/meeting of the task 
force will be conducted at Washington. 
D.C. on Thursday. January 15 and Fri¬ 
day January 10. 1976. The workshop/ 
meeting will begin at 9:30 am.. Janu¬ 
ary 15 and 16, Room 1112. Crystal Mall 
Building #2. 1921 Jefferson Davis 

Highway. Arlington. Va. 

The workshop/meeting will be devoted 
to a discussion and critique of the fol¬ 
lowing: 

I. Relationship and Coverage of Current 
and Pending Toxic Substances Legis¬ 
lation and Regulations 

Interpretation and effective implemen¬ 
tation of 8ection 307(a) of PL 92-500 
requires an understanding of related leg¬ 
islation and regulations. Accordingly, the 
following must be considered: 

CURRENT LEGISLATION AND REGULATIONS 

PL 93-500—Water Pollution Control 
Act—Sec. 307. 

PL 92-632—Ocean Dumping Act. 

PL 93-523—8afe Drinking Water Act. 
PL 92-516—Federal Environmental 

Pesticide Control Act. 

PL 92-596—Occupational Safety and 
HeAlth Act. 

PL 75-717—Federal Food. Drug and 
Cosmetic Act. 

PL 66—613-—Federal Hazardous Sub¬ 
stance* Act. 

PROPOSED TOXIC SUBSTANCES 
CONTROL RILLS 

H.R. 7664. McColllster; H.R. 7458. 
Brodhead; H.R. 7229. Eckhardt; and 
3. 776. Tunney; versions of the new 
and proposed Toxic Substance Control 

Act. 

n. Definition of Toxic Substances— 
aquatic life (PL 92-500> 

It is necessary to define toxic sub¬ 
stances in terms of aquatic life relating 
to population maintenance, diversity, 
and health. Population maintenance will 
be judged on effects related to growth, 
reproduction, species diversity, and 
MirvlvaL 

m Method or Designating Toxic 
Material (PL 92-500) 

Alternatives to be considered: 

A. Existing data base (literature). 

B. Generic similarities in toxicity be¬ 
tween chemicals with known toxicity 
levels and chemicals with unknown bio¬ 
logical effect (this would be based on 
available data showing similarity of bio¬ 
logical effects from materials with simi¬ 
lar chemical structures). 


C. Toxic effluent approach (toxic efflu¬ 
ents having unknown combinations of 
designated toxic materials and uniden¬ 
tified materials. Bioassay would be used 
to determine toxicity to flow). 

D. Designation of toxic materials and 
toxic effluents on basis of demonstrated 
ecological effect In receiving water. One 
of the above alternative* for designating 
a toxic material or a combination of 
these alternatives is to be considered 
Instead of TL50 with arbitrary applica¬ 
tion factor added. 

IV. Setting or Tolerance Limit* 
(PL 92-500) 

The mechanism for setting of toler¬ 
ance limit must be accomplished In one 
or several of the following ways and 
should be specified in terms of concen¬ 
trations rather than on mass loadings 
depending upon circumstances and dilu¬ 
tion. Where mass loading may be high, 
a combination of the two may be needed. 
These levels can be set on: 

A. Bioassay. 

B. Community ecology of the receiving 
water. 

C. By taking cognizance of Intermit¬ 
tent levels of discharge < monitoring). 

D. Variations of acceptable limits of 
discharge based on stream flow and 
stream concentration levels. 

V. Development or Bioassy Methods 

Tills bioassay method must be devel¬ 
oped or selected so that it is suitable for 
Identification of toxic materials and 
monitoring toxic flow's. It should be 
simple enough so that technician level 
operators can get reliable results. 

VI. Discussion or ES&WQIAC Toxic 
Substances Task Force Plans 

The meeting will be open to the public 
and under the overall direction of the 
Committee Chairman. Since space is 
limited, call or write to Dr. Martha 
Sager. Chairman, or Mr. Martin Bross- 
man. Executive Director. ES&WQIAC. 
EPA. Crystal Mali Bldg. #2. Washing¬ 
ton. D.C 20460, Telephone: Area Code 
(703) 557-7390 

Martha Sager. 
Chairman, ES& WQIAC. 

| PR Doc.75-329G8 Filed 12-5-75;8:45 ami 


|OPP-23000 345; PRL 405-61 

RECEIPT OF APPLICATIONS FOR 
PESTICIDE REGISTRATION 

Dots To Be Considered In Support of 
Applications 

On November 19, 1973, the Environ¬ 
mental Protection Agency (EPA) pub¬ 
lished in the Federal Register (38 FR 
31862) Its Interim policy with respect to 
the administration of section 3(c) <1) (d) 
of the Federal Inse cticid e. Fungicide, and 
Roden tic Ide Act (FIFRA), as amended. 
This policy provides that EPA will, upon 
receipt of every application for registra¬ 
tion, publish in the Federal Register a 
notice containing the Information shown 
below. The labeling furnished by each 
applicant will be available for examina¬ 


tion at the Environmental Protection 
Agency. Room EB-31. East Tower. 401 M 
8treet, SW. Washington DC 20460. 

On or before February 6.1976, any per¬ 
son who (a) is or has been an applicant, 
(b) believes that data he developed and 
submitted to EPA on or after October 21, 
1972, Is being used to support an applica¬ 
tion described in this notice, (o desires 
to assert a claim for compensation under 
Section 3(c)(1)(D) for such use of his 
data, and (d) wishes to preserve his right 
to have the Administrator determine the 
amount of reasonable compensation to 
which he is entitled for such use of the 
data, must notify the Administrator and 
the applicant named in the notice in the 
Federal Register of his claim by certi¬ 
fied mall. Notification to the Administra¬ 
tor should be addressed to the Informa¬ 
tion Coordination Section, Technical 
Services Division (WH-569), Office of 
Pesticide Programs, 401 M Street. 8W, 
Washington. DC 20460. Every such claim¬ 
ant must Include, at a minimum, the 
information listed in the interim policy 
of November 19. 1973. 

Applications submitted under 2(a) or 
2(b> of the interim policy will be proc¬ 
essed to completion in accordance with 
existing procedure*. Applications sub¬ 
mitted under 2(c) of the interim policy 
cannot be made final until the 60 day 
period has expired. If no claims are re¬ 
ceived within the 60 day period, the 2(c) 
application will be processed according 
to normal procedure. However, If claims 
are received within the 60 day period, the 
applicants against whom the claims are 
asserted will be advised of the alterna¬ 
tive* available under the Act. No claim* 
will be accepted for possible EPA adjudi¬ 
cation which are received after February 
6. 1976. 

Dated: November 26, 1975. 

Martin H. Rogoff. 

Acting Director . 

Registration Division . 
Am trATioMR Rituvko (Ot*r~ 33000 345) 

EPA File Symbol 241 ELN. American Cyana- 
mido Co., Agricultural Dtr.. PO Box 400, 
Princeton NJ 08540. AVKNOE WILD OAT 
HERBICIDE. Active Ingredient*: Dlfcnxo- 
quat methyl sulfate (1,2-dimethyl-3.5- 
diphenyl -1 //-pyraxotlum methyl sulfate) 
318%. Method of Support: Application 
proceed* under 2(b) of Interim policy. 
PM23 

EPA File Symbol 24 LEUA. American Cyna- 
amid Co.. PO Box <00. Princeton NJ 08540. 
2% TEMEPHQS PRESSURIZED SPRAY. 
Active Ingredients' Temephos (0.0-(thlo- 
di-4.1-phenylene) bis'0,0-dimethyl phea- 
phorothioate) 2.0ft. Method of Support: 
Application prooeed* under 2(b) of Inter¬ 
im policy. PM15 

EPA Reg No. 464-426. Dow Chemical Co , Agr* 
Dept.. PO Box 1706. Midland MI 48640. XIV- 
7287L ANTIMICROBIAL Active Ingredi¬ 
ent*: 28-Dlhromo-3-nitrlloproplonamldo 

20%. Method of Support: Application pro¬ 
ceeds under 2(a) of Interim policy. PM34 
EPA File Symbol 7368-OT. Georgia-Pacific 
Corp., 2425 Malt Ave., Loa Angelea CA 90040. 
SPA-CLOB. Active Ingredient*: Sodium dl- 
cbolor -a - tri* 2 ine trton e dihydrate 100%. 
Method of Support: RepublUhed—- Appli¬ 
cation proceed* under 2(b) rather than 
2(o) of interim policy. PM34 
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ETA File Symbol 4822-RUL S. C. Johnson A 
San, Inc., 1528 Howe St.. Racine WI 53403. 
JOHNSON YARD MASTER VEGETABLE 
GARDEN INSECT KILLER. Active Ingre¬ 
dients: Pyrethrlna, 0.37%; petroleum dis¬ 
tillate. 1.47%. Method of Support: Appli¬ 
cation proceeds under 2(b) of Interim pol¬ 
icy, PM 17 

EPA File Symbol 62-BUI. West Agro-Chem¬ 
ical, Inc., A Subsld. of West Cbemlrai 
Prod.. Inc.. 42-18 West St . Long Island 
City NY lliOJ. ACIDET. Active Ingredients: 
Ptooephoroic Acid 50 0%; Dodecylbcnaene- 
aulfonle Acid 16.0%. Method of Support: 
Application proceeds under 2(A) of inter¬ 
im policy. PM32 

|HR Doc.75-32011 Piled 12-8-75;8:45 am) 

FEDERAL ENERGY 
ADMINISTRATION 

OLD OIL ALLOCATION PROGRAM 
Entitlement Notice for September 1975 

Correction 

In PR Doc. 75-31411, appearing at 
pngo 54465. in the issue for Monday. 
November 24, 1975, in the table on pages 
54466-54467. the following changes 
should be made. 
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FEDERAL MARITIME COMMISSION 

FARRELL UNES INC. AND PACIFIC FAR 
EAST LINE, INC. 

Agreement Filed 

Notice Is hereby given that the fol¬ 
lowing agreement has been filed with 
the Commission for approval pursuant 
to section 15 of the Shipping Act. 1910. 
as amended (39 Stat. 733. 75 Stat. 763. 
46 UJ3.C.814). 

Interested parties may inspect and 
obtain a copy of the agreement at the 
Washington office of the Federal Mari¬ 
time Commission, 1100 L Street, N.W., 
Room 10126: or may inspect the agree¬ 
ment at the Field Offices located at New 
York, N.Y., New Orleans, La., San Juan, 
Puerto Rico and 8an Francisco. Califor¬ 
nia. Comments on such agreements, in¬ 
cluding requests for hearing, may be 
submitted to the Secretary. Federal 
Maritime Commission, Washington, 
D.C., 20573, on or before December 18. 
1975. Any person desiring a hearing on 
the proposed agreement shall provide a 
clear and concise statement of the mat¬ 
ters upon which they desire to adduce 
evidence. An allegation of discrimination 
or unfairness shall be accompanied by a 
statement describing the discrimination 
or unfairness with particularity. If a 
violation of the Act or detriment to the 
commerce of the United States is alleged. 


the statement shall set forth with par¬ 
ticularity the acts and circumstances 
said to constitute such violation or detri¬ 
ment to commerce. 

A copy of any such statement should 
also be forwarded to the party filing the 
agreement (as indicated hereinafter) 
and the statement should indicate that 
this has been done. 

Notice of agreement filed by: 

Edward Aptaker. Coquira Morgan, Lewis Ac 

Bocklus. Counselors at Law. 1800 M Street, 

N W , Washington, D.C. 20030. 

Agreement No. 10207, covers an agree¬ 
ment whereby Farrell Lines Incorpo¬ 
rated (Farrell) appoints Pacific Far East 
Line, Inc. (PFEL) as principal agent in 
the major ports situated in California 
and as supervisory agents at ports In 
Oregon. Washington and British Colum¬ 
bia with respect to Farrell’s West Coast/ 
South Pacific freight sendee. PFEL shall 
perform all acts and functions custom¬ 
arily performed by a steamship agent, 
sucli as husbanding, solicitation and 
booking of cargo, entering and clearing 
of vessels, collection and remittance of 
freight and other moneys, and other 
agency responsibilities under terms and 
conditions set forth in the agreement. 

By Order of the Federal Maritime 
Commission. 

Dated : December 3.1975. 

Francis C. Hurney, 
Secretary. 

| m Doc 75-32950 Filed 12-5-75;8:45 am J 


TROPICANA PRODUCTS. INC. ET AL. 

Agreement Filed 

Notice is hereby given that the follow¬ 
ing agreement lias been filed with the 
Commission for approval pursuant to sec¬ 
tion 15 of the Shipping Act. 1916, as 
amended <39 Slat 733, 75 Stat. 763, 46 
U.6.C. 814). 

Interested parlies may inspect and ob¬ 
tain a copy of the agreement at the 
Washington office of the Federal Mari¬ 
time Commission, 1100 L Street, NW., 
Room 10126; or may inspect the agree¬ 
ment at the Field Offices located at New 
York, N Y.. New Orleans. Louisiana. San 
Francisco. California, and Old San Juan, 
Puerto Rico. Comments on such agree¬ 
ments. including requests for hearing, 
may be submitted to the Secretary. Fed¬ 
eral Maritime Commission. Washington, 
D,C.» 20573. on or before December 29. 
1975. Any person desiring a hearing on 
the proposed agreement shall provide a 
clear and concise statement of the mat¬ 
ters upon which they desire to adduce 
evidence. An allegation of discrimina¬ 
tion on unfairness shall be accompanied 
by a statement describing the discrimi¬ 
nation or unfairness with particularity. 
If a violation of the Act or detriment to 
the commerce of the United States is al¬ 
leged. the statement shall set forth with 
particularity the acts and circumstances 
said to constitute such violation or detri¬ 
ment to commerce. 


A copy of any such statement should 
also be forwarded to the party filing the 
agreement (as indicated hereinafter) and 
the statement should Indicate that this 
has been done. 

Notice of agreement filed by: 

Miss B. E. Smith. A**lftUtnt Secretary, Canav¬ 
eral Port Authority. P.O. Box 267, Cape 

Canaveral, Florida 32620. 

Agreement No. T-3168, between the 
Canaveral Port Authority (Port) and 
Tropicana Products, Inc., (formerly 
Fruit Industries, Inc.) (Tropicana), pro¬ 
vides for the 50-year lease to Tropicana 
of certain premises, together with the 
exclusive right to wharf frontage in Bre¬ 
vard County. Florida, to be used as a fruit 
processing facility. As compensation. 
Tropicana shall pay Pert a ground rental 
in the amount of $400.00 per acre per 
year. In addition, Tropicana shall pay 
Port for the first 25 years of said term 
(thereafter subject to negotiation), as 
wharfage for commodities delivered b,, 
pipe lines between plants of Tropicana 
and ship, at the rate of one ( Ole) cent 
per barrel of forty-two (42) gallons. 
Ships docking at Port’s marginal wharf 
for the receipt or the discharge of cargo 
in the Interest of Tropicana, shall be sub¬ 
ject to the Port’s tariff for such dockage, 
and ships docking at Tropicana’s leased 
wharf for the receipt or the discharge of 
cargo in the Interest of Tropicana. shall 
be free of liability for dockage charges 
to the Port. 

Agreement No. T-31G6-I, between the 
same parties, modifies the basic agree¬ 
ment by altering the area of the leased 
premises, setting a $17,000 00 per annum 
minimum compensation for wharfage 
and dockage thereby increasing the total 
annual minimum compensation to $25 - 
000.00, and provdiing for the assessment 
of wharfage according to the Port’s tariff 
in the event that the leased premises 
shall be used for commodities other than 
those used in the fruit processing facility. 

Agreement No. T-3166-2, between the 
same parties, modifies the basic agree¬ 
ment by providing for (1) the release of 
presently leased property, less a pumping 
station area. (2) the payment of wharf¬ 
age of 15 cents per ton on exports from 
the leased premises of containerized 
products for human consumption, citrus 
products and citrus by-products, and (3) 
the granting of absolute priority at ail 
times to Tropicana for loading and un¬ 
loading vessels nt the east berth of the 
marginal wharf to be constructed at the 
west end of the released waterfront 
property. 

Agreement No. T-3169, between Trop¬ 
icana and Ccvesco, Inc. (Ccvesco), pro¬ 
vides for an assignment of lease whereby 
Tropicana shall assign to Ccvesco. for 
and in consideration of the sum of $10 00. 
its leasehold interest in FMC Agreement 
No. T-3166, as amended, together with 
all improvements thereon. As compensa¬ 
tion for said Improvements. Ccvesco shall 
pay Tropicana an amount totaling $350.- 
000 00 Tills agreement also provides for 
a mortgage of the assigned leasehold by 
way of reassignment whereby Ccvesco. 
in consideration of Troplcana’s payment 
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of $10.00, shall reassign, transfer, and 
set over to Tropicana as security for a 
$250,000 Indebtedness, all the land and 
improvements transferred by the assign¬ 
ment of lease. 

Agreement No. T-3170. between Ce- 
vesco and Port Canaveral Warehouses. 
Inc. (PCWI). provides for an assignment 
of lease whereby Ccvesco shall assign to 
PCWI, for and In consideration of the 
sum of $10 00. its leasehold interest in 
PMC Agreement No. T-3166. as amended, 
together with all improvements thereon. 
As compensation for said improvements, 
PCWI shall pay Cevcsco an amount to¬ 
taling $400,000 00. This agreement also 
provides for a mortgage of the assigned 
leasehold by way of reassignment where¬ 
by PCWI. In consideration of Cevesco’s 
payment of $10 00. shall conditionally re¬ 
assign, retransfer and set over to Cevesoo 
as security for a $200,000 Indebtedness, 
all the land and improvements trans¬ 
ferred by the assignment of lease. 

By Order of the Federal Maritime 
Commission. 

Dated: December 3,1975. 

Francis C. Hurwet, 

Secretary. 

[PR Doc.75 32*52 Piled 12 5-76:8:45 <un] 


20573, on or before December 18, 1975. 
Any person desiring a hearing on the 
proposed agreement shall provide a clear 
and concise statement of the matters 
upon which they desire to adduce evi¬ 
dence. An allegation of discrimination 
or unfairness shall be accompanied by a 
statement describing the discrimination 
or unfairness with particularity. If a vio¬ 
lation of the Act or detriment to the 
commerce of the United States is alleged, 
the statement shall set forth with par¬ 
ticularity the acts and circumstances said 
to constitute such violation or detriment 
to commerce. 

A copy of any such statement should 
also be forwarded to the party filing the 
agreement (as indicated hereinafter) 
and the statement should indicate that 
this has been done. 

Notice of agreement filed by: 

Lcbron Shields, executive Vice President. 

Universal Alco Limited. 750 N R 7th Ave¬ 
nue. Port Laudattla. Danin. Florida 33004. 

Agreement No. 10021-4. among the 
above listed carriers, is an application to 
extend their discussion agreement apply¬ 
ing in the trade between Florida porta 
and ports in the Bahama Islands for a 
further period from December 27, 1975. 


dictlonal sales of natural gas. as set 
forth in Appendix A hereof. 

The proposed changed rates and 
charges may be unjust, unreasonable, 
unduly discriminatory, or preferential, 
or otherwise unlawful. 

The Commission finds: It is in the 
public Interest and consistent with the 
Natural Gas Act that the Commission 
enter upon hearings regarding the law¬ 
fulness of the proposed changes, and that 
the supplements herein be suspended and 
their use be deferred as ordered below. 

The Commission orders: <A> Under 
the Natural Gas Act, particularly Sec¬ 
tions 4 and 15, the Regulations pertain¬ 
ing thereto 118 CFR. Chapter 1). and the 
Commission's Rules of Practice and Pro¬ 
cedure. public hearings shall be hold 
concerning the lawfulness of the pro¬ 
posed changes. 

(B) Pending hearings and decisions 
thereon, the rate supplements herein are 
suspended and their use deferred until 
date shown In the "Date Suspended Un¬ 
til" column. Each of these supplements 
shall become effective, subject to refund, 
as of the expiration of the suspension 
period without any further action by the 
Respondent or by the Commission. Each 
Respondent shall comply with the re¬ 
funding procedure required by the Nat¬ 
ural Gas Act and Section 154.102 of tho 
Regulations thereunder. 

<C> Unless otherwise ordered by the 
Commission, neither the suspended sup¬ 
plements, nor the rate schedules sought 
to be altered, shall be changed until dis¬ 
position of these proceedings or expira¬ 
tion of the suspension period, whichever 
is earlier. 

By the Commission. 

fsxALl Kenneth P. Plumb, 

Secretary. 


UNIVERSAL ALCO LTD. ET AL. 

Agreement Filed 

Notice is hereby given that the follow¬ 
ing agreement has been filed with the 
Commission for approval pursuant to 
section 15 of the Shipping Act, 1916, as 
amended (39 Stat. 733, 75 8tat. 763, 46 
U.8.C. 814). 

Interested parties may Inspect and ob¬ 
tain a copy of the agreement at the 
Washington office of the Federal Mari¬ 
time Commission. 1100 L Street, NW., 
Koom 10126, or may inspect the agree¬ 
ment at the Field Offices located at New 
York, N.Y., New Orleans, La., San Juan. 
Puerto Rico and San FrnncLsco, Califor¬ 
nio. Comments on such agreements, in¬ 
cluding requests for hearing, may be sub¬ 
mitted to the Secretary. Federal Mari¬ 
time Commission, Washington. D.C.. 


By Order of the Federal Maritime 
Commission. 

Dated: December 3.1975. 

Francis C. Burney, 

Secretary. 

IFR Doc.75-32951 Filed 13-5-75:8:46 am | 

FEDERAL POWER COMMISSION 

[Docket No*. RI7S 89; RI76-70) 

ATLANTIC RICHFIELD CO. ET AL. 

Order Providing for Hearing on and Suspen¬ 
sion of Proposed Changes in Rates, and 
Allowing Rote Changes To Become Effec¬ 
tive Subject to Refund * 1 

November 26,1975. 

Respondents have filed proposed 
changes in rates and charges for Juris- 

1 Doe* not consolidate for hearing or dis¬ 
pose of the several matters herein. 
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The proposed rate increases of Atlan¬ 
tic Richfield exceed the applicable area 
ceiling established in Opinion No. 662 
and they are suspended for five months. 

Warren Petroleum s proposed rate in¬ 
crease contained In Supplement No. 11 
to its FPC Gas Rate Schedule No. 50 is 
from a rate level below the applicable 
area ceiling rate under Opinion No. 662 
to a level in excess of such ceiling rate. 
That portion not exceeding the celling 
rate is accepted thirty days after filing 
and that portion exceeding the applica¬ 
ble ceiling rate is suspended for five 
months therefrom. 

[PR Doc.75-32870 Filed 12-5-75:8:45 am] 


[Docket Nor. E 7400, E-7517, E-7485 and 
E-7533) 

BOSTON EDISON CO. 

Payment of Refunds 

December 1, 1975. 

Take notice that on November 3. 1975, 
Boston Edison Company (Edison) filed 
a report of refunds made on October 31, 
1975, pursuant to the Commission** or¬ 
ders in the above-captioncd proceedings. 
Edison states that refunds were made to 
six of the seven wholesale customers 
served under Its S-l rate, the seventh 
customer being Boston Gas Company. 
Edison states that refunds with respect 
to Boston Gas Company are being con¬ 
ducted according to a contract by which 
Edison purchased the electric distribu¬ 
tion properties of Boston Gas Company. 

Any person desiring to be heard or to 
protest said filing should file a petition to 
Intervene or protest with the Federal 
Power Commission, 825 North Capitol 
Street. N.E.. Washington. D.C. 20426, in 
accordance with 81 1.8 and 1.10 of the 
Commission ’s Ru les of Practice and Pro¬ 
cedure (18 CFR 1.8. 1.10). All such pe¬ 
titions or protests should be filed on or 
before December 8. 1975. Protests will be 
considered by the Commission in deter¬ 
mining the appropriate action to be 
taken, but will not serve to make Pro¬ 
testants parties to the proceeding. Any 
person wishing to become a party must 
file a petition to intervene. Copies of this 
filing are on file with the Commission 
and arc available for public Inspection. 

Kenneth P. Plumb, 
Secretary. 

[FR Doc.75-33030 Filed 12-5-75:8:45 am] 


[Docket No. ER76-2641 

CLEVELAND ELECTRIC ILLUMINATING 
CO. ANO PENNSYLVANIA NEW JERSEY- 
MARYLAND GROUPS 

Supplements to Interconnection Agreement 
December 1.1975. 

Take notice that on November 14,1975, 
the Cleveland Electric Illuminating Com¬ 
pany (CEI) and the Pennsylvania-New 
Jersey-Maryland Group (PJM Group) 
tendered for filing proposed Schedules 
1.02, 4.02. 5.02, 6.02, 7.02. and 9.01, all 
dated November 12, 1975, to the Inter¬ 
connection Agreement between them 


NOTICES 

dated September 30. 1965, which is filed 
with tiie Commission under the following 
Rate Schedule designations: 

Rale Schedule 
FPC No. 

The Cleveland Electric Illuminating 


Co- 4 

Public Service Electric and Ou Co__ 38 

Philadelphia Electric Co__ 29 

Pennsylvania Power A Light Co_.... 44 

Baltimore Oas and Electric Co_ 10 

Potomac Electric Power Co.._ 24 

Pennsylvania Electric Co__ 49 

Metropolitan Edison Co_ 29 

Jersey Centra) Power A Light Co__ 24 


CEI and the PJM Group state that the 
proposed Schedules clarify the wording 
of the Interconnection Agreement; bring 
it Into closer conformity with other 
agreements; increase certain charges In 
order to cover present costs of service, 
and provide charges for new services and 
services involving third Parties. 

In their filing CEI and the PJM Group 
state further that no new facilities will be 
installed nor will existing facilities be 
modified in connection with the proposed 
Schedules. It Is requested that the pro¬ 
posed Schedules become effective on De¬ 
cember 15,1975. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission, 825 North Capitol 
Street. N.E., Washington, D.C. 20426, In 
accordance with (8 18 and 1.10 of the 
Commissio n’s R ules of Practice and Pro¬ 
cedure (18 CFR 18. 1.10). All such peti¬ 
tions or protests should be filed on or be¬ 
fore December 8. 1975. Protests will be 
considered by the Commission In deter¬ 
mining the appropriate action to be 
taken, but will no 4 , serve to make Pro¬ 
testants parties to the proceeding. Any 
person wishing to become a party must 
file a petition to intervene. Copies of this 
filing are on file with the Commission and 
arc available for public Inspection. 

Kenneth P. Plumb, 
Secretary. 

[FR DOC.75-33031 Filed 12-5-75;8:46 am) 


| Docket No. ER76-257) 

CONSUMERS ROWER CO. 

New Service Agreement 

December 1, 1975. 

Take notice that Consumers Power 
Company ('’Consumers Power**) on No¬ 
vember 17. 1975, tendered for filing a 
Service Agreement for wholesale for re¬ 
sale electric service between Consumers 
Power and the City of Charlevoix, Mich¬ 
igan ("Charlevoix**). Consumers Power 
states that on its effective date, Septem¬ 
ber 30. 1975, the agreement supplanted a 
prior contract for electric service be¬ 
tween the two parties, dated July 12, 
1973, and designated Consumers Power 
Company Rate Schedule FPC No. 36. 
Consumers Power states that the Service 
Agreement incorporates the rates per¬ 
mitted by the Commission to become 
effective, subject to refund, on Septem¬ 
ber 30.1975. Consumers Power states that 


the Commission Order was in Docket No. 
ER76-45, issued August 29. 1975. 

Consumers Power states that the Serv¬ 
ice Agreement was concluded with Char¬ 
levoix pursuant to the commitment of 
Consumers Power to place its wholesale 
for resale customers on a SCHEDULE 
OP RATES GOVERNING WHOLESALE 
FOR RESALE ELECTRIC SERVICE, 
and consistent with the Order of the 
Federal Power Commission in Docket 
No. ER76-45 dated August 20.1975. Con¬ 
sumers Power states that the execution 
of the Service Agreement is prompted by 
Consumers Power's desire to have one 
standard rate schedule for wholesale 
service. 

Consumers Power states that copies of 
the filing were served on Charlevoix and 
on the Michigan Public Service Commis¬ 
sion. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to Intervene or protest with the Federal 
Power Commission. 825 North Capitol 
8trccfc. N.E., Washington, D.C. 20426. 
in accordance with Sections 1.8 and 1.10 
of the Commission’s Rules of Practice 
and Procedure (18 CFR 1.8, 1.10), All 
such petitions or protests should be filed 
on or before December 8. 1975. Protests 
will be considered by the Commission in 
determining the approplrate action to be 
taken, but will not serve to make Pro¬ 
testants parties to the proceeding. Any 
person wishing to become a party must 
file a petition to intervene. Copies of 
this filing arc on file with the Commis¬ 
sion and are available for public inspec¬ 
tion. 

Kenneth F. Plumb, 
Secretary . 

[FR Doc.75-33029 PUeU !2^5-75;8:45 am) 


[Docket No. RP75-107] 

GRANITE STATE GAS TRANSMISSION, 
INC. 

Proposed Substitute Changes In Rates 
December 1. 1975. 

Take notice that on November 18,1975, 
Granite State Gas Transmission. Inc. 
(Granite State). 66 Market Street, Ports¬ 
mouth. New Hampshire 03801. tendered 
for filing Substitute Ninth Revised 8hcct 
No. 3A in its FPC Gas Tariff, Original 
Volume No. 1. containing proposed 
changes In rates for effectiveness on De¬ 
cember I, 1975. in substitution for the 
rates initially filed In Docket No. RP75- 
107 on May 30. 1975 and suspended by 
order issued therein on June 18.1975. 

According to Granite State. Substitute 
Ninth Revised Sheet No. 3A is submitted 
to adjust the rates originally filed In 
Docket No. RP75-107 to reflect a current 
cost of gas adjustment which became ef¬ 
fective on July 1. 1975 and to reflect a 
reclassification and allocation of the test 
period cost of service to conform to the 
method adopted by the Commission in 
United Gas Pipe Line Co., Opinion No. 
671. The cost of gas adjustment amounts 
to a reduction in rates to Northern Utili¬ 
ties. Inc. of approximately $311,206 an¬ 
nually: the revised rates, reclassified and 
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allocated according to the Opinion No. 
671 method result In the same total juris¬ 
dictional increase of approximately 
$218,000 annually, proposed in the revised 
rates as originally filed in Docket No. 
RP75-107. Granite State declares. 

According to Granite State, copies of 
the filing were served upon Northern 
Utilities. Inc., the Company's sole Juris¬ 
dictional customer and regulatory com¬ 
missions of the States of Maine and New 
Hampshire. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission. 825 North Capitol 
Street NE.. Washington. D C. 20426. in 
accordance with Sections 1.8 and 1.10 of 
the Commission's Rules of Practice and 
Procedure (18 CFR 1.8. 1.10). AH such 
petitions or protests should be filed on 
or before December 9. 1975 Protests will 
be considered by the Commission in de¬ 
termining the appropriate action to be 
taken, but will not serve to make Protes¬ 
tants parties to the proceeding. Any per¬ 
son wishing to become a party must file 
a petition to Intervene. Copies of this 
filing are on file with the Commission 
and are available for public inspection. 

Kenneth P. Plumb. 

Secretary. 

I PR Doc.75-83034 Filed 13-5-75:8:46 am I 


(Docket No. RF76-891 

NORTHERN NATURAL GAS CO. 

Filing of Tariff Sheets 

December 1,1975. 

Take notice that on November 14.1975, 
Northern Natural Gas Company (North¬ 
ern) tendered for filing revised tariff 
sheets 1 which Northern states eliminates 
the rate effects of Its advance payment 
Agreements with Exxon as ordered by 
the Commission's order, issued Octo¬ 
ber 31, 1975. Northern requests waiver of 
the notice requirements to permit an 
effective date of October 27. 1975. North¬ 
ern states that copies of the filing have 
been mailed to easterners and State 
Commissions on a list attached to its 
submittal. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission. 825 North Capitol 
Street NE.. Washington. DC. 20426. in 
Accordance with 55 1.8 and 1.10 of the 
Commission's Rules of Practice and Pro¬ 
cedure (18 CFR 1.8. 1.10>. All such peti¬ 
tions or protests should be filed on or 
before December 8. 1975. Protests will be 
considered by the Commission in deter¬ 
mining the appropriate action to be 
taken, but will not serve to make Protes¬ 
tants parties to the proceeding. Any per¬ 
son wishing to become a party must file 
a petition to Intervene. Copies of this 
filing are on file with the Commission and 
are available for public inspection. 

Kenneth F. Plumb. 

Secretary . 

IFB Doc.75-33033 Filed 12 6 7B;8:43 am| 


‘Third Revised Volume No. 1. Flint 8nb- 
stttutt Seventh Revised Sheet No. 4a; Origi¬ 
nal Volume No. 2. First Substitute Seventh 
Revised Sheet No. lc. 


(Docket No. ER76 244| 

OTTER TAIL POWER CO. 

Filing of Supplement to Interconnection 
Agreement 

December 1, 1975. 

Take notice that on November 12.1975. 
Otter Tail Power Company (Otter Tall) 
tendered for filing Supplement No. 3. 
dated June 10. 1975. to the 230 KV Inter¬ 
connection Agreement between Otter 
Tall and Minnkota Power Cooperative. 
Inc. Otter Tail states that this Supple¬ 
ment No. 3 Is filed as a supplement to 
Rate Schedule FPC No. 151 and expands 
the existing 230 KV Interconnection 
Agreement by providing for service to 
new loads and improved service to exist¬ 
ing loads of both parties. Otter Tail re¬ 
quests this Supplement No. 3 be per¬ 
mitted to become effective 30 days after 
the filing date of November 12. 1975. 

Any persons desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission. 825 North Capitol 
Street. N.E.. Washington, D.C. 20426. In 
accordance with 55 1.8 and 1.10 of the 
Commission's Rules of Practice and Pro¬ 
cedure (18 CFR 1.8. 1.10). All such peti¬ 
tions or protests should be filed on or 
before December 8. 1975. Protests will be 
considered by the Commission In deter¬ 
mining the appropriate action to be 
taken, but will not serve to make Pro¬ 
testants parties to the proceeding. Any 
person wishing to become a party must 
file a petition to intervene. Copies of this 
filing are on file with the Commission 
and are available for public inspection. 

Kenneth F. Plumb. 

Secretary. 

|FR Doc.76 30032 Filed 12-5-75:8:45 mm \ 


(Docket No. RP73 89. POA 78-11 

SEA ROBIN PIPELINE CO. 

Filing of Revised Tariff Sheet 

December 1. 1975. 

Take notice that on November 14. 1975. 
Sea Robin Pipeline Company tendered 
for filing Seventh Revised Sheet No. 4 to 
its FPC Gas Tariff. Original Volume No. 
1. This tariff sheet and supporting in¬ 
formation are being filed 45 days before 
the effective date of January 1, 1976. 
pursuant to Section 1 of Sea Robin’s 
tariff, and is in compliance with the pro¬ 
visions of Order Nos. 452. 452-A and 
452-B. 

Copies of the revised tariff sheet and 
supporting data are being mailed to Sea 
Robin's Jurisdictional customers and in¬ 
terested state commissions. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission. 825 North Capitol 
Street. NE., Washington, D.C. 29426. in 
accordance with 55 1.8 and 1.10 of the 
Commission's Rules of Practice and Pro¬ 
cedure (18 CFR 1.8. 1.10). All such peti¬ 
tions or protests should be filed on or 
before December 9, 1975. Protests will be 
considered by the Commission In deter¬ 


mining the appropriate action to be 
taken, but will not serve to make Pro¬ 
testants parties to the proceeding. Any 
person wishing to become a party must 
file a petition to intervene. Copies of 
this filing arc on file with the Commis¬ 
sion and are available for public inspec¬ 
tion. 

Kenneth F. Plumb. 

Secretary. 

(Fit Doc. 75^ 33035 Tiled 12-6-75:8:45 amj 


(Docket No. KR76-246] 

SOUTHERN CALIFORNIA EDISON CO. 

Filing of Interchange Agreement 

December 1, 1975. 

Take notice that on November 13.1975. 
Southern California Edison Company 
(Edison) filed with the Commission cop¬ 
ies of an interchange agreement between 
Edison and the City of Seattle, Wash¬ 
ington (Seattle) as an Initial rate sched¬ 
ule under the Federal Power Act. Edison 
requests that the filing be made effective 
thirty days after the date of filing. 

Edison states that the interchange 
agreement provides for the sale by either 
party to the other of such nonfirm elec¬ 
tric as the selling party determines it 
has available for delivery. According to 
Edison. Seattle has made some sales to 
Edison, but Edison has made no sales 
to Seattle and anticipates that none will 
be made In the near future. 

The sale price, including wheeling 
charges and losses. Is to be at a rate 
agreed upon by both parties prior to 
delivery, and is the same rate provided 
for in the Edison-Tacoma Interchange 
Agreement filed with the Commission on 
November 13. 1975, In Docket No. ER76- 
247, except that no minimum rate per 
kllowatthour is specified. 

Edison states that no new facilities are 
to be installed and that no existing facil¬ 
ities are to be modified to supply service 
under the agreement. 

According to Edison copies of Us filing 
have been mailed to Seattle and to the 
Public Utilities Commission of the State 
of California. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission, 825 North Capitol 
Street, NE.. Washington. D.C. 20426 In 
accordance with if 1.8 and 1.10 of the 
Commission's Rules of Practice and 
Procedure (18 CFR 1.18. 1.10). All such 
petitions or protests should be filed on or 
before December 8, 1975. Protests will be 
considered by the Commission in deter¬ 
mining the appropriate action to be 
taken, but will not serve to make protest- 
ants parties to the proceeding. Any per¬ 
son wishing to become a party must file a 
petition to Intervene. Coptes of this filing 
ar*on file with the Commission and ore 
available for public inspection. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc.75 33027 Filed 12-5-75:8:45 Ml 
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| Docket No. ER76-247J 

SOUTHERN CALIFORNIA EDISON CO. 

Filing of Interchange Agreement 

December 1,1075. 

Take notice that on November 13.1075, 
Southern Call! oral a Edison Company 
(Edison) filed with the Commission cop¬ 
ies of an Interchange agreement between 
Edison and the City of Tacoma. Wash¬ 
ington (Tacoma) as an initial rate 
schedule under the Federal Power Act. 
Edison requests that the filing be made 
effective thirty days after the date of 
filing. 

Edison states that the Interchange 
agreement provides for the sale by either 
party to the other of such nonflrm elec¬ 
tric energy as the selling party deter¬ 
mines it has available for delivery. Ac¬ 
cording to Edison, Tacoma has made 
some sales to Edison, but Edison has 
made no sales to Tacoma and anticipates 
that none will be made in the near 
future. 

The sale price, including wheeling 
charges and losses, is to be at a rate 
agreed upon by both parties prior to de¬ 
livery. but not less than 3 mills per kilo¬ 
watt-hour. 

Edison states that no new facilities are 
to be installed and that no existing fa¬ 
cilities are to be mc 'ifled to supply serv¬ 
ice under the agreement. 

According to Edison, copies of its filing 
have been mailed to Tacoma and to the 
Public Utilities Commission of the State 
of California. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission. 825 North Capitol 
Street, NE.. Washington, D.C. 2(M20, in 
accordance with 55 1.8 and 1.10 of the 
Commission's Rules of Practice and Pro¬ 
cedure (18 CFR 18. 1.10). All such peti¬ 
tions or protests should be filed on or be¬ 
fore December 8. 1975. Protests will be 
considered by the Commission In deter¬ 
mining the appropriate action to be 
taken, but will not serve to make pro- 
testants parties to the proceeding. Any 
person wishing to become a party must 
file a petition to intervene. Copies of this 
filing are on file with the Commission 
and are available for public inspection. 

Kenneth F. Plumb. 

Secretary. 

(FR Doc 75-33028 Filed 12-5-75;8:45 am) 

FEDERAL RESERVE SYSTEM 

ORWIG AND COMPANY. INC. 

Order Approving Merger of Bank Holding 
Companies 

Orwlg and Company. Inc., Kansas 
City. Missouri ("Orwig"), a bank hold¬ 
ing company within the meaning of the 
Bank Holding Company Act ("Act"), has 
applied for the Board's approval under 
5 3(a)(5) of the Act (12 UJ3.C. 1842(a) 
(5)) to merge with Merchants Investors, 
Inc.. Kansas City. Missouri ("Merchants 
Investors"), under the title and charter 
of Orwig. 


Notice of the application, affording op¬ 
portunity for interested persons to sub¬ 
mit comments and views, has been given 
in accordance with 5 3(b) of the Act The 
time for filing comments and views has 
expired, and the Board has considered 
the application and all comments re¬ 
ceived in light of the factors set forth 
In 5 3(c) of the Act (12 U.8.C. 1842(c)). 

Orwig, the twentieth largest banking 
organization in Missouri, controls Mer- 
chants-Producc Bank and The Univer¬ 
sity Bank (both located in Kansas City, 
Missouri), which together hold aggre¬ 
gate deposits of approximately 869.6 mil¬ 
lion, representing .0 per cent of the total 
commercial bank deposits in the 8tate.‘ 
Orwig's control of these two banks arises 
from the fact that it controls 36 per cent 
of the voting shares of the parent holding 
company of Merchants-Producc Bank 
and 39 per cent of the voting shares of 
the parent holding company of The Uni¬ 
versity Bank. 3 Merchants Investors is 
also deemed to control The University 
Bank by virtue of Its ownership of 39 per 
cent of the voting shares of that bank’s 
parent holding company. In addition. 
Merchants Investors holds 17 per cent of 
the voting shares of the parent holding 
company of Merchants-Produce Bank. 
Upon consummation of the transaction 
herein, Orwig will control 78 per cent of 
the voting shares of the parent of The 
University Bank and 53 per cent of the 
voting shares of the parent of Mer¬ 
chants-Produce Bank. 

Merchants-Produce Bank and The 
University Bank operate in the Kansas 
City bank market at locations approxi¬ 
mately 10 miles apart/ Merchants-Pro¬ 
duce Bank holds deposits of approxi¬ 
mately $62 million, representing 1.3 per 
cent of the commercial bank deposits in 


1 All bonking dots ore on of December 31. 

1974. and reflect bank bolding company for- 
motions and acqulstitons as of September 30. 

1975. 

* Material submitted In connection with 
this application indicates that, since Decem¬ 
ber 31, 1970 (the date of the enactment of 
the 1970 Amendments to the Act), tbo parent 
holding companies of Merchants-Produce 
Bank and The University Bank have each re¬ 
deemed a portion of their outstanding shares, 
thus resulting In Orwig and Merchants In¬ 
vestors Increasing their proportionate Inter¬ 
ests In such holding companies and thetr 
respective subsidiary banks. Such actions 
were taken without the prior approval of the 
Board, as required by section 3 of the Act. 
However, It appears that neither Orwig nor 
Merchants Investors was aware that such 
transactions required the Boards approval. 
Accordingly, the Board has viewed the sub¬ 
ject application as Including a request by 
Orwig and Merchants Investors for permis¬ 
sion to continue the Increased proportionate 
interests In the parents of Merchants-Prod¬ 
uce Bank and The University Bank, on the 
basis of the facts of record, hss concluded 
that such request should be. and Is hereby, 
granted. 

•The Kansas City banking market, the 
relevant geographic market for purposes of 
analysing the competitive effects of the pro¬ 
posal. is approximated by the Kansas City 
8MSA, excluding therefrom Ray County and 
the southern portion of Case County. Mis¬ 
souri. 


the market, and ranks thereby as the 
fourteenth largest bank in the market. 
The University Bank holds deposits of 
approximately $27.6 million, represent¬ 
ing .6 per cent of the total market de¬ 
posits, and ranks as the thirtieth largest 
bank in the market. 

Orwig and Merchants Investors are 
each owned in equal proportions by 
members of the same family. The purpose 
of the proposed transaction is to simplify 
the ownership of Merchants-Produce 
Bank and The University Bank by con¬ 
solidating their control under one cor¬ 
poration. Since the transaction is es¬ 
sentially a corporate reorganization with 
no change in the management or opera¬ 
tions of either bank, consummation of 
the proposal would not have an adverse 
effect on existing or potential competi¬ 
tion. nor would it increase the concentra¬ 
tion of banking resources in any relevant 
market area or have an adverse effect on 
any other bank. Thus, the competitive 
considerations arc regarded by the Board 
as being consistent with approval of the 
application. 

The financial condition and mana¬ 
gerial resources of Orwig, Merchants- 
Produce Bank and the University Bank 
are considered satisfactory and the fu¬ 
ture prospects for each appear favorable. 
Thus, the banking factors are consistent 
with approval of the application. Al¬ 
though consummation of the proposal 
would effect no changes In the service 
offered by cither bank, the consideration* * 
relating to the convenience and needs of 
the communities to be served arc also 
consistent with approval of the applica¬ 
tion. It is the Board's Judgment that con¬ 
summation of the proposed transaction 
would be consistent with the public In¬ 
terest and that the application should be 
approved. 

In conjunction with the proposed 
transaction. Orwig proposes to continue 
to engage in its nonbanking activities, 
as well as those presetly engaged In by 
Merchants Investors, which activities In¬ 
clude operating an insurance agency, 
selling real property, leasing personal 
and real property, extending short term 
business loans and performing data 
processing services. Orwig relies on 
|4<c)(li) of the Act as authority for 
continuing to engage in these nonbank¬ 
ing activities/ Whether Orwig is in fact 
entitled to such exemption is still under 
consideration by the Board. Absent a 
favorable determination by the Board on 
that question. Orwig would be prohibited 
from engaging in the nonbanking activi¬ 
ties acquired from Merchants Investors. 
Inc., os a result of this merger, although 


• (Section 4(c) (11) of the Act provides that 
the prohibitions of I 4 of the Act shall not 
apply to any bank holding company which 
is *\ .. a company covered In 1970 more than 
85 per centum of the voting stock of which 
was collectively owned on June 30, 1968, and 
continuously thereafter, directly or Indi¬ 
rectly. by or for members of the same family, 
or their spouses, who are lineal descendants 
of common ancestors 


FEDERAL REGISTER, VOl. 40, NO. 2 36—MONDAY, DEC1MSIR R, 1975 






NOTICES 


57247 


Orwig could continue Its present non¬ 
banking activities until at least Decem¬ 
ber 31. 1980. on the basis of the ten-year 
authority In f 4(a) (2) of the Act. Thus, 
the Board's action herein Is subject to 
the condition that the transaction may 
not be consummated unless the Board 
determines that Orwig Is entitled to the 
exemption in |4(cXii> of the Act. or 
until Merchants Investors. Inc., termi¬ 
nates or divests its nonbanking activities. 

On the basis of the record, the appli¬ 
cation is approved for the reasons sum¬ 
marised above and subject to the con¬ 
dition set forth above. Further, the trans¬ 
action shall not be made (a) before the 
thirtieth calendar day following the ef¬ 
fective date of tills Order or <b> later 
than three months after the effective 
date of this Order, unless such period Is 
tended for good cause by the Board, 
or by the Federal Reserve Bank of Kan¬ 
sas City pursuant to delegated authority. 

By order of the Board of Governors.* 
effective December 1, 1975. 

[ SEAL 1 TfUSOOOftS E. AlXZSOlf. 

Secretary of the Board 
|FR Doc .75 32933 PlWd 13 -*-75.•:46 um] 


PARK CAPITAL CORP. 

Order Approving Acquisition of Bank 

Park Capital Corp.. La Grange Park. 
Illinois, a bank holding company within 
the meaning of the Bank Holding Com¬ 
pany Act, has applied for the Board's 
approval under f 3(a) (3) of the Act (12 
UB.C. 1842(a)(3)) to acquire an addi¬ 
tional 1.2 percent of the voting shares 
of the Bank of La Grange Park. La 
Orange Park, Illinois (“Bank”). 

Notice of the application, affording 
opportunity for interested persons to sub¬ 
mit comments and views, has been given 
in accordance with f 3(b) of the Act. The 
time for filing comments and views has 
expired, and the Board has considered 
the application and all comments re¬ 
ceived in light of the factors set forth In 
I 3<c) of the Act 02 UJ3.C. 1842(c)). 

Applicant, a one-bank holding com¬ 
pany. presently owns approximately 21.9 
percent of the voting shares of Bank, 
and common directors of Applicant and 
Bank own an additional 13.5 percent' 
With deposits of $24.3 million. Bank con¬ 
trols approximately 0.04 percent of the 
total deposits In commercial banks In the 
State and controls approximately 0.06 
percent of such deposits In the Chicago 
banking market 4 Applicant proposes to 
acquire an additional 498 shares, or 1.2 
percent of the shares of Bank. Due to the 
nature and size of the transaction, con¬ 
summation of the proposal would elimi¬ 
nate neither existing or potential compe- 


• Toting foe this action: Chairman Burnt 
Mid Governors Mitchell. Bucher. Holland. 
WtUlch and Jackson. Absent and not voting: 
cioTornor Cold well. 

x All banking data are as of December 31. 

1074. 

•The Chicago banking market, which Is 
the relevant banking market, is approxi¬ 
mated by the boundaries oX Cook county, Du 
P»«e County, and portions of Lake County. 


title n, nor would it increase the concen¬ 
tration of banking resources or have an 
adverse effect on other banks In the area. 
Thus, competitive considerations are 
consistent with approval of the applica¬ 
tion. 

The financial condition and man¬ 
agerial resources of Applicant and Bank 
are considered satisfactory, and the fu¬ 
ture prospects for each appear favorable. 
Thus, the banking factors are consistent 
with approval of the application. 
Although there will be no immediate 
change in the services or operations of 
Bank as a result of the proposal. Appli¬ 
cant states that its increased sharehold¬ 
ings of Bank will result in a more 
concentrated effort on Its part to direct 
the operations of Bank for the benefit 
of the community It serves. Hence, con¬ 
siderations relating to the convenience 
and needs of the community to be served 
are also consistent with approval of the 
application. Therefore, it is the Board's 
Judgment that the proposed transaction 
would be In the public interest and that 
the application should be approved. 

On the basis of the record, the applica¬ 
tion is approved for the reasons sum¬ 
marized above. The transaction shall not 
be made (a) before the thirtieth calendar 
day following the effective date of this 
Order nor <b) later than three months 
after the effective date of this Order un¬ 
less such period is extended for good 
cause by the Board, or by the Federal 
Reserve Bank of Chicago pursuant to 
delegated authority. 

By order of the Board of Governors,* 
effective November 28. 1975. 

(sxalI Turoeon* E. Allison. 

Secretary of the Board. 

|FR Doc 75-32934 Filed 12 5-75 8:46 tm) 


GENERAL SERVICES 
ADMINISTRATION 

(Federal Property Management Regs. Temp. 
Reg. D-10 Supplement) 

SECRETARY OF DEFENSE 
Delegation of Authority 

1. Purpose . This regulation continues 
the delegation of authority to the Secre¬ 
tary of Defense to perform all functions 
in connection with the lease renewal of 
certain space in the Northern Virginia 
area of the National Capital Region. 

2. Effective date . This regulation is ef¬ 
fective immediately. 

3. Expiration date. The regulation 
shall expire 5 years from the effective 
date of the lease of the rented premises. 

4. Delegation, a. Pursuant to the au¬ 
thority vested in me by the Federal Prop¬ 
erty and Administrative Services Act of 
1949 (63 Stat. 377), as amended, au¬ 
thority is hereby delegated to the Secre¬ 
tary of Defense to perform all functions 
in connection with the leasing of labora¬ 
tory and related office and special pur¬ 


• Voting fur UiU action .* Chairman Burns 
and OovcruorB Mitchell. HoUand and Jack- 
son. Absent and not voting: Oovemors 
Bucher, Wallich and Cotdweil. 


pose space in the Northern Virginia area 
of the National Capital Region, as he 
may deem necessary for use by the De¬ 
fense Communications Agency 8ystem 
Engineering Facility and the Defense 
Communications Engineering Office of 
said Department. 

b. This delegation includes authority 
to lease the required space and to assign, 
reassign, operate, maintain, control, and 
protect the demised space. This authori¬ 
zation shall extend to leasing space un¬ 
der authority contained in section 210 
(h> (1) of the above-cited Act for a firm 
period not to exceed 5 years. 

c. The Secretary of Defense inay re- 
delegate this authority to any officer or 
employee of the Department of Defense. 

d. This authority shall be exercised in 
accordance with the limitations and re¬ 
quirements of the above-cited Act. sec¬ 
tion 322 of the Act of June 30. 1932. as 
amended (40 UB.C. 278a). and other ap¬ 
plicable statutes and regulations. 

Dwight A. Ink. 

Acting Administrator 
of General Services. 

November 20.1976. 

|FR Doc.75 32890 Filed 12-5 75;8;45 am| 


| Federal Property Management 
Reg*. Temp. Reg. F-352) 

SECRETARY OF DEFENSE 
Delegation of Authority 

1. Purpose . This regulation delegates 
authority to the Secretary of Defense to 
represent, in conjunction with the Ad¬ 
ministrator of Oeneral Services, the con¬ 
sumer interests of the executive agencies 
of the United States Government in pro¬ 
ceedings before the California Public 
Utilities Commission. Involving an In¬ 
vestigation on the Commission's Own 
Motion into the Determination of a Life¬ 
line Volume of Gas and a Lifeline Quan¬ 
tity of Electricity and into Gas and Elec¬ 
tric Utility Rate Structures. 

2. Effective date . This regulation Is ef¬ 
fective November 6,1975. 

3. Delegation, a. Pursuant to the au¬ 
thority vested in me by the Federal Prop¬ 
erty and AdminLstratton Services Act of 
1949, 63 Stat. 377, as amended, particu¬ 
larly sections 201(a)(4) and 205(d) (40 
U.S.C. 481(a)(4) and 486(d)). authority 
is delegated to the Secretary of Defense 
to represent the consumer interests of 
the executive agencies of the Federal 
Government before the California Public 
Utilities Commission concerning the 
October 7. 1975. order by which the Com¬ 
mission entered into an Investigation on 
Its Own Motion into the Determination 
of a Lifeline Volume of Gas and a Life¬ 
line Quantity of Electricity and into Gas 
and Electric Utility Rate Structures 
(Case No. 9988). The authority delegated 
to the Secretary of Defense shall be ex¬ 
ercised concurrently with the Adminis¬ 
trator of General Services. 

b. The Secretary of Defense may re- 
delegatc this authority to any officer, offi¬ 
cial. or employee of the Department of 
Defense. 
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c. This authority shall be exercised In 
accordance with the policies, procedures, 
and controls prescribed by the General 
Services Administration, and shall be ex¬ 
ercised In cooperation with the responsi¬ 
ble oUlcers, officials, and employees 
thereof. 

Dwight A. Ink. 

Acting Administrator 
of General Services . 

November 21.1975. 

|FR Doc.75 32891 Filed 12-5-75:8:45 am! 

INTERNATIONAL JOINT 
COMMISSION 

UNITED STATES AND CANADA 
Hearings 

In the matter of the application of 
the St. Lawrence Seaway authority to 
effect partial closure of a section of the 
St. Lawrence River between Toussaint 
Island and Presqu’ilc near Iroquois, 
Ontario. 

The International Joint Commission, 
a joint United States and Canadian 
body established under the Boundary 
Waters Treaty of 1909, will hold public 
hearings on the above application at: 

2:00 pm, January 6, 1970. 8t. Lawrence 

Room. Holiday Inn. Cornwall. Ontario. 

2:00 p.m.. January 7, 1976. Raxnada Inn. 

Highway 2 and 1-81, Watertown. New York. 

The Applicant advises that an Increas¬ 
ing number of accidents to downbound 
vessels entering Iroquois Docks has oc¬ 
curred during the last five years. Vessels 
involved In those accidents were affected 
by the cross currents from the Canadian 
Channel located between Toussaint Is¬ 
land and Presqu’ile. The Application 
further states that the requested partial 
closure will have no measurable effect on 
the level of water above Toussaint Island 
and that this closure of the Canadian 
Channel will Increase velocities in the 
remaining cross-section of the river by 
not more than five percent. 

Anyone wishing to present views on 
the Application or to provide advice as 
to conditions that might be attached to 
an Order of Approval, either on his own 
behalf or os a representative of others, 
will be given an opportunity to do so. 
Statements may be given orally or in 
writing. Allocation of time may be re¬ 
quired for oral statements; therefore wit¬ 
nesses should be prepared to summarize 
their statements. Written statements 
may be of any length. If written state¬ 
ments are submitted, it is requested that, 
if possible, thirty (30) copies be provided 
for the Commission's use. Additional 
copies may be deposited with the Secre¬ 
taries at the hearings for the use of the 
news media and others present. Also, 
where possible, the Commission would 
appreciate receiving advance notice of 
persons or parties wishing to make a 
statement. 

Copies of the Application are available 
on request from the Secretaries of the 
Commission and from the office of D. 
Witherspoon, Great Lakes-St. Lawrence 
Study Office, Environment Canada, Room 


318, Federal Building. 45 Second Street 
East, Cornwall. Ontario. 

D. G. Chance. 

Secretary, Canadian Section , 
International Joint Commis¬ 
sion, Suite 850, I$1 Slater 
Street . Ottawa, Ontario KIP 
$113. {613) 996-2984. 

W. A. Bullard, 

Secretary. United States Sec¬ 
tion, International Joint Com¬ 
mission , 1717 H Street NW, 
Suite 200. Washington, DC. 
20440, (202) 296-2142. 

December 30.1975. 

|PR Doc.75-32948 Filed 12-8-75:8:45 am) 

INTERNATIONAL TRADE 
COMMISSION 

|337-TA 19| 

GLASS FIBER OPTIC DEVICES AND IN¬ 
STRUMENTS WITH GLASS FIBER OPTIC 

DEVICES 

Postponement 

It is hereby ordered that with regard 
to the above-captioned investigation the 
date for response to the complaint is 
postponed from November 14, 1975, to 
December 1, 1975; the date for reply to 
the response is postponed from December 

2. 1975, to December 16. 1975: and the 
date for the temporary exclusion hearing 
is postponed from Dccmebcr 17, 1975. to 
January 14. 1976. 

Issued: December 2, 1975. 

Myron R. Rekick. 

Administrative Law Judge. 

JFR Doc.75 32905 Filed 12-5-75;8:45 am! 


(337TA-201 

CERTAIN BISMUTH MOLYBDATE 
CATALYSTS 

Prohearing Conference 

Notice is hereby given that the United 
8tates International Trade Commission 
will hold a prehearing conference in con¬ 
nection with investigation No. 337- 
TA -20, Certain Bismuth Molybdate 
Catalysts, on Tuesday. December 16. 
1975. at 10:00 a.m.. EST. in the Hearing 
Room of the United States International 
Trade Commission Building. 701 E Street, 
Northwest, Washington. D.C. This con¬ 
ference is preparatory for the hearing 
which will be held to determine whether 
there is reason to believe that a violation 
of section 337 exists and. if so. whether 
or not a temporary order of exclusion or 
a cease and desist order should be Issued. 

On or before December 8. 1975, each 
participant should serve any of the fol¬ 
lowing documents on the Administrative 
Law Judge and all known parties: 

1. Motions pertaining to the scope of 
the proceeding. 

2. A statement of the Issues and sub¬ 
issues in this proceeding. 

3. A statement of the participant’s 
position on each of the proposed. 

4. Proposed stipulations. 

5. Requests for information. 


6. A statement describing the evidence 
each participant proposes to present at 
the hearing, relating such evidence to 
each of the issues and sub-issues. 

7. Proposed procedural dates. 

8. A proposed agenda for the prehear¬ 
ing conference. 

Replies to the items listed above should 
be served on or before December 12. 1975. 

Parties with like interests will be 
grouped and a spokesman appointed for 
their common Interests at the prehearing 
conference. 

At the conference the participants 
should be prepared to discuss problems 
involved in the proceeding, procedural 
and substantive, and should be author¬ 
ized to make commitments with respect 
thereto. Among the specific items to be 
discussed are: stipulations as to facts; 
authentication of documents, future pro¬ 
cedural dates. Including dates for the 
service of direct and rebuttal evidence; 
dates for trial briefs and dates for the 
hearing. 

Issued: December 3. 1975. 

Myron R. RrNicic, 
Administrative Law Judge, 
CvtrsrtcArs or gcarics 

I, Myron R. It* nick. served the attached 
Notice of Prehearing Conference on Richard 
W. Rapp A port, United States International 
Trade Commission Investigative Attorney, 
personally, and on the following parties via 
certified mail—return receipt requested, on 
the 3rd (lay of December, 1975: 

8. Leslie MUrock. Pennle Sc Edmonds. 330 

Madison Avenue. New York, New York 

10017. 

Dale 11 Hoechelt, 8chuyl-r, Birch. Swindler, 

McfCle A Beckett, 1000 Connecticut Avenue. 

N W . Washington. D.C 20036. 

Ritchie T. Thomas, Cog, Langford A Brown. 

21 Dupont Circle. N.W„ Washington. D.C. 

20036. 

XlTSOV R. RTNIC1C. 

Administrative Law Judge, U S 
International Trade Commission. 
701 K Street, N.W., Washington. 
D.C. 20438. 

[PR Doc.75 32964 Filed 12-5 75;8 45 am] 

POSTAL SERVICE 

MAIL TO CANADA 

Revocation of Suspension of Private 
Express Statutes 

In the October 28. 1975. issue of the 
Federal Register, 40 FR 50157, the Postal 
Service announced, in view of a strike 
by Canadian postal workers, a suspension 
of 39 U.S.C. 601(a) (1) through (6) and 
39 CFR 310.2(b) (1) through (G> so as to 
permit the carriage of letters destined 
for delivery in Canada out of the mails 
without paying postage or meeting any 
of the other conditions in such provisions 
of law and regulation. 

The postal strike having ended in 
Canada, the suspension of the provisions 
of law and regulation referred to above 
\s hereby revoked, effective December 8, 
1975. 

(39 UBjC. 401. 404, 601) 

Louis A. Cox, 
General Counsel . 

JFR Doc.75 33140 Filed 12-5~75;8:45 am) 
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OFFICE OF THE SPECIAL REPRE¬ 
SENTATIVE FOR TRADE NEGOTIA¬ 
TIONS 

(Doc. No 801-41 

MILLERS' NATIONAL FEDERATION 
Notice of Complaint 

On December 1, 1475. the Chairman 
of the Section 301 Committee received 
from Julian B. Heron. Jr . Esquire. At¬ 
torney for Millers* National Federation, 
a petition alleging unfair trade practices 
by the European Community. The com¬ 
plainant alleges that UB. exports of 
wheat flour .to third country markets 
are adversely affected by export subsidies 
paid by the EC to Its wheat millers. Relief 
Is requested under Section 301 of the 
Trade Act of 1474 (Pub. L. 93-618; 88 
Stat. 1978). The text of the petition is 
as follows: 

Chairman, Section SOI Committee. Offlc* 
of the Special RepceeentaUre tor Trade Nego¬ 
tiation*. 1800 O St. NW. Room 724. Wash¬ 
ington. D C. 20504. 

Subject: Complaint Piled Pureuant to Sec¬ 
tion 301 of the Trade Act of 1474. 

1. The name of the complainant U Millers' 
National Federation. It represents flour mill¬ 
er* throughout the United States. Exports 
or wheat flour from the United State* to cer¬ 
tain other markets are adversely affected as a 
direct result of export subsidies paid by the 
EEC to It* wheat millers. 

2. The foreign practice, act and policy 
which 1* the subject of this complaint Is the 
EEC's export subsidy on wheat flour exported 
outside the borders of the BBC This practice 
failK directly within 14 USC I 2411(a). 

3. The regulation* announcing export sub¬ 
sidies from time to time appear In the Official 
Journal . These regulations are numerous and 
have been published since 1644. Of particular 
importance la regulation No. 120/67 which 
was published in the BBC's Official Journal 
on June 13. 1467. 

4. The foreign countries which export 
wheat flour through the use of export sub¬ 
sidies within the EEC Include the Republic 
of Oermany. the Netherlands. Belgium. 
France. Luxembourg and Italy. 

5. The product Involved Is wheat flour. 
T3U8 131.40 and BTN 11.01. 

4. The export subsidy paid on wheat flour 
produced In the EEC la of a sufficient amount 
*vo at to displace U3. wheat flour sales In 
third countries such ss Jamaica. Saudi 
Arabia. Egypt and many others The EEC 
wheat subsidy often Is In the neighborhood 
of $50 per ton which Is more than enough 
to distort International trade In wheat flour 
which Is sold primarily on s price basis 

(I) World trade In wheat flour In 1474 
Amounted to 45 million hundredweights, 
equalling over 41 billion. The UJ8. exported 
m 1474.14.3 million hundred we! ghU of wheat 
Hour with a value of approximately 4143.000,- 
000 and the EEC exported 42.4 million hun¬ 
dredweights In the same year with a value 

Unrated to be approximately 4424.000.000. 

(II) Export subsidies paid by the EEC to its 
flour millers have caused U.fl. flour millers to 
lose their 431-48% share of the world mar¬ 
ket for wheat flour. The result of the EEC 
subsidy is that UJ3. flour millers currently 
have an 18% share of the world market A 
market share lorn of 30 percentage points. 

(ill) The export subsidies paid by the EEC 
violate Article XVI of the Oeneral Agreement 
cm Tariffs and Trade. More Importantly, the 
export subsidies fall directly within 14 USC 
12411(a)(3). 


7. Mfliers' National Federation teas not filed 
for other relief under the Trade Act of 1474 
or any other act believing that the United 
States has sufficient authority pursuant to 
24 U8C f 2411 to cause the BBC to terminate 
It* subsidy on wheat flour. 

Respectfully submitted. 

Jvliajc B. RnoM, Jr . 

Pope Ballard A Loot. 888 17th St. 
NW . Washington. D C 2000C. At¬ 
torney /or Milters' National Fed¬ 
eration. 

HEARINGS 

I. The complatnant has requested that 
hearings be held on this matter. Such 
hearings will be held at 10:00 A.M. on 
Wednesday. January 28.1976, and if nec¬ 
essary will continue on January 29 at the 
Office of the 8pecial Representative for 
Trade Negotiations. 1800 G Street NW., 
Washington. D.C.. Room 730. 

n. Requests to present oral testimony 
and accompanying briefs must be re¬ 
ceived on or before January 21. 1976. In¬ 
terested persons are advised to refer to 
the regulations promulgated by the Of¬ 
fice of the Special Representative for 
Trade Negotiations covering procedures 
to be followed In all Section 301 pro¬ 
ceedings (40 FR 39497—August 28. 1975). 

1. Submission of Briefs and Bequests to 
Present Oral Testimony . Requests for 
oral testimony and submission of written 
briefs should conform to the procedures 
set forth in 15 CFR Part 2006.6 and 
2006.7 (40 FR 39497—August 28. 1975). 

2. Rebuttal Briefs —In order to assure 
parties the opportunity to contest In¬ 
formation provided by other Interested 
parties, rebuttal briefs may be filed by 
any party within 15 days after the clow 
of the hearings. The requirement that 
written briefs be submitted in 20 copies 
is waived with regard to rebuttal briefs. 

3. Attendance of Hearings —The hear¬ 
ings will be open to the public. 

Morton Pomkranx, 
Chairman. Section 301 Com¬ 
mittee. Office of the Special 
Representative for Trade Ne¬ 
gotiations. 

(Fit Doc.76 82913 FU*d 12-6-76;8:45 am) 

VETERANS ADMINISTRATION 
PRIVACY ACT OF 1974 
Notice of Proposed Additional Routine Use 

Notice is hereby given that the Vet¬ 
erans Administration is considering add¬ 
ing a new statement in the description 
of the system of records entitled. "Vet¬ 
erans and Beneficiaries Guardianship 
Records—VA." set forth on page 38112 
of the Federal Register of August 26, 
1975 and adopted by notice published on 
page 47980 of tile Federal Register of 
October 10, 1975. The proposed state¬ 
ment, which follows, Involves the routine 
use of records in the system. Including 
categories of users and the purposes of 
such uses and will avoid the need for 
written consent of the individual in every 
case which would involve a disclosure of 
information pertaining to that indivi¬ 
dual 


Interested persons are Invited to sub¬ 
mit written comments, suggestions, or 
objections regarding the proposal to the 
Administrator of Veterans Affairs 
(371A). Veterans Administration. 810 
Vermont Avenue. N.W., Washington, D.C. 
20420. All rcvelant material received be¬ 
fore January 7. 1976. will be considered. 
All written comments received will be 
available for public inspection at the 
above address only between the hours 
of 8 a.m. and 4:30 pm. Monday through 
Friday (except holidays), during the 
mentioned 30-day period and for 10 days 
thereafter. Any person visiting Central 
Offlce for the purpose of inspecting any 
such comments will be received by tile 
Central Offlce Veterans Assistance Unit 
In room 132. 8uch visitors to any VA 
field station will be informed that the 
comments are available for Inspection 
only In Central Offlce and furnished the 
address and the above room number. 

Notice is given that it is proposed to 
make this description effective Septem¬ 
ber 27. 1975. the effective date of section 
3. Pub. L. 93-579. 

Approved: December 1. 1975. 

By direction of the Administrator. 

(seal! Odell W. Vaughn, 

Deputy Administrator. 

Notice or Systems or Records 

In the system, "Veterans and Benefi¬ 
ciaries Guardianship Records— VA." ap¬ 
pearing at 40 FR 38112, the following 
routine use is added to read as follows: 

System Name: Veterans and Benefi¬ 
ciaries Guardianship Records—VA. 

• • • • • 

Routine uses of records maintained in 
the system, including categories of users 
and the purposes of such uses: 

• • • • • 

A record from this system of records 
may be disclosed to a fiduciary ap¬ 
pointed by the Veterans Administration 
In the case of m veteran or other adult 
beneficiary found incompetent by the 
Veterans Administration even though 
such veteran or other adult beneficiary 
has not been declared incompetent by a 
court of competent jurisdiction. 

• • • • • 

I FR Doc 75-32467 Filed 12-5-75;8:46 am) 


INTERSTATE COMMERCE 
COMMISSION 

(Notice No. 925) 

ASSIGNMENT OF HEARINGS 

December 3, 1975. 

Cases assigned for hearing, postpone¬ 
ment. cancellation or oral argument ap¬ 
pear below and will be published only 
once. This list contains prospective as¬ 
signments only and does not Include 
cases previously assigned hearing dates. 
The hearings will be on the Issues as pres¬ 
ently reflected in the Official Docket of 
the Commission. An attempt will be 
made to publish notices of cancellation 
of hearings as promptly as possible, but 
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Interested parties should take appropri¬ 
ate steps to insure that they are noti¬ 
fied or cancellation or postponements oI 
hearings in which they arc interested. No 
amendments will be entertained after the 
date of tills publication. 

MC 134600 Sub 123. Interstate Contract Car¬ 
rier Corporation, now assigned December 
10. 1075 at Boston. Massachusetts, la post¬ 
poned indefinitely. 

MC 119736 Sub 53. K.A B. Trucking Co„ Ina.; 
MC 139496 Sub 46, National Carriers. Inc. 
and 140763. American Trans-Freight, lnc„ 
now being assigned January 20, 1976, at 
the Offices of the In tern trite Commerce 
Commission, Washington. D C. 

FF-434 Sub 2, Tranaconex. Inc* now being 
assigned Prc-Hearing Conference January 
5, 1976, at Interstate Commerce Commis¬ 
sion, Washington. D C. 

MC 140611, Harkema Express Lines Ltd., con¬ 
tinued to January 5. 1976, st the Offices of 
the Interstate Commerce Commission, 
Washington, DC. 

MC 140680 Sub 1. Karl Hainos, Inc., now as¬ 
signed December 11. 1976 at Washington. 
D.C., has been postponed to February 12, 
1976. at the Offices of the Interstate Com¬ 
merce Commission. Washington, D.C. 

MC 136646 Sub 3. Jimmie W. Derr an dba 
Dervon Cartage Service, now being assigned 
January 28. 1976 (2 days), at Atlanta, Os.; 
In a hearing room, to be later designated. 
MC 19227 (Sub-No. 217), Leonard Bros. 
Trucking Co-, Inc., now anstgned February 
3, 1976. at Los Angeles, Calif.. Is canceled 
and application dismissed. 

MC 140724. Burning Bar Sales Co., Inc., now 
being assigned February 2, 1976 (2 days), 
at Los Angeles. Calif.; in a hearing room 
to be later designated. 

f sealI Robert L. Oswald. 

Secretary. 

fra Doc.7 A 32961 Filed 12-A-75;B:45 am) 


(Finance Docket No. 26303( 

MACKINAC TRANSPORTATION CO. 

Abandonment of Line 

December 1, 1975. 

Upon consideration of the record in 
the above-entitled proceeding, and of a 
6 tail-prepared environmental threshold 
assessment survey which is available to 
the public upon request; and 

It appearing, That no environmental 
Impact statement need be issued in this 
proceeding because this proceeding does 
not represent a major Federal action 
significantly affecting the quality of the 
human environment within the meaning 
of the National Environmental Policy Act 
of 1969. 42 U.8.C. 55 4321. el seq.; and 
good cause appearing therefor: 

It is ordered. That applicant be, and 
It is hereby, directed to publish the ap¬ 
pended notice in a newspaper of general 
circulation in Mackinac, Emmett, and 
Cheboygan Counties. Mich., on or before 
December 15, 1975 and certify to the 
Commission that this has been accom¬ 
plished. 

And it is further ordered , That notice 
of this finding shall be given to the gen¬ 
eral public by depositing a copy of this 
order and the attached notice in the 
Office of the Secretary. Interstate Com¬ 
merce Commission, Washington. D.C., 
for public inspection, and by delivering 
a copy of the notice to the Director, Of¬ 


fice of the Federal Register, for publica¬ 
tion in the Federal Register as notice to 
Interested persons. 

Dated at Washington, D C., this 21st 
day of November, 1975. 

By the Commission, Commissioner 
Brown. 

f seal ) Robert L. Oswald, 

Secretary . 

The Interstate Commerce Commission 
hereby gives notice that by order dated No¬ 
vember 21. 1976, It has been determined that 
the Mackinac Transportation Company 
abandonment of Its cur ferry operation be¬ 
tween St. Ignoce and Mackinaw City, a dis¬ 
tance of approximately 8.7 mile* all In 
Mackinac. Emmett, and Cheboygan Counties, 
Michigan, if approved by the Commission, 
does not constitute a major Federal action 
significantly affecting -the quality of the hu¬ 
man environment within the meaning of the 
National Envlronmenal Policy Aet of 1969 
(N El * A). 42 USC. f! 4321, tt »eq.. and that 
preparation of a detailed environmental im¬ 
pact statement wlU not be required under 
taction 4332(2) (C) of the NKPA. 

It was concluded, among other things, that 
approval of this abandonment would reault 
tn the diversion of traffic (1) to other crone- 
lake carferrlee, (2) to either the Chicago, Ill- 
or Windsor, Ont. gateways, or (3) to motor 
carrier transportation. In view of the wide 
geographic area affected by this potential di¬ 
version In comparison to the relatively small 
volume of traffic handled by the ferry, no alg- 
niftcant increases in fuel consumption or air 
pollution are anticipated. Furthermore, only 
minor alterations In water quality, ambient 
noire levels, and safety conditions are ex¬ 
pected. There would be no impact upon his¬ 
toric or archaeological si tea. and there ore no 
definitive plans with which thin abandon¬ 
ment would conflict. 

This determination was baaed upon the 
oftaff preparation and consideration of an en* 
▼ironmental threshold assessment survey, 
which ia available on requeet to the Inter¬ 
state Commerce Commission. Offioe of Pro¬ 
ceedings, Washington. D.C. 20423; telephone 
202-343-7966. 

Interested persons may comment on this 
matter by filing their statements In writing 
with the Interstate Commerce Commission. 
Washtnpon. D.C. 20423, on or before Decem¬ 
ber 30. 1975. 

Thin negative environmental determina¬ 
tion shall become final unless good and suf¬ 
ficient reason demonstrating why an envir¬ 
onmental Impact statement should be 
prepared for this action Is submitted to the 
Commission by the above-specified date. 

I seal) Robert L. Oswald, 

Secretary . 

|PR Doc.75 32962 Filed 12- 5~ 75;8 45 am) 


(Notice No. 134| 

MOTOR CARRIER BOARD TRANSFER 
PROCEEDINGS 

December 8, 1975. 

8ynoixscs of orders entered by the 
Motor Carrier Board of the Commission 
pursuant to sections 212(b), 206(a), 211, 
312(b). and 410(g) of the Interstate 
Commerce Act, and rules and regulations 
prescribed thereunder <49 C.F.R. Part 
1132). appear below: 

Each application (except as otherwise 
specifically noted) filed after March 27, 
1972, contains a statement by applicants 
that there will be no significant effect on 


the quality of the human environment 
resulting from approval of the applica¬ 
tion. As provided in the Commission's 
Special Rules of Practice any interested 
person may file a petition seeking recon¬ 
sideration of the following numbered 
proceedings on or before December 29. 
1975. Pursuant to section 17(8) of the 
Interstate Commerce Act, the filing of 
such a petition will postpone the effec¬ 
tive date of the order in that proceeding 
pending its disposition. The matters re¬ 
lied upon by petitioners must be specified 
in their petitions with particularity. 

No. MC-FC-76216. By order entered 
December 2, 1975, the Motor Carrier 
Board approved the transfer to Circle S 
Trucking. Inc., Pendleton, Oreg., of the 
operating rights set forth in Permit No. 
MC-136023 (Sub-No. 1). issued May 31, 
1974, to William L. Smith, doing business 
as Circle 8 Trucking. Pendleton, Oreg., 
authorizing the transportation of wood 
residuals, from the facilities of Blue 
Mountain Forest Products Company in 
Grant and Umatilla Counties, Oreg.. to 
points in Walla Walla County. Wash , 
limited to a transportation service to be 
performed under a continuing contract, 
or contracts, with Blue Mountain For¬ 
est Products Company. Russell M. Allen, 
1200 Jackson Tower, Portland. Oreg.. atv 
tomey for applicants. 

No. MC-FC-76218. By order entered 
December 2. 1975. the Motor Carrier 
Board approved the transfer to Illinois 
Valley Cartage. Inc.. Peru. HI., of the 
operating rights evidenced by Certificate 
of Registration No. MC-5839? (Sub-No. 
1), issued October 8. 1964. to Wisdom 
Trucking Service. Inc. (David Davis, Jr.. 
Trustee-In-Bankruptcy) f Bloomington, 
HI., authorizing the transportation. In 
interstate or foreign commerce, of 
household goods, furnaces and railroad 
freight within a fifty (50) mile radius of 
219 Fisk Ave-. DcKalb. HI., and to trans¬ 
port such property to or from any points 
outside of such autiiorized area of oper¬ 
ations for a shipper or shippers within 
such area. Robert T. Lawiey. 300 Reisch 
Bldg., Springfield. HI. 62701. attorney for 
applicants. 

( seal 1 Robert L. Oswald. 

Secretary. 

|FR Doc.75-32963 Filed 12-5-75.8:46 am) 


ATLANTA AND SAINT ANDREWS BAY 
RAILWAY CO. 

(Rule 19; Kx Parte No. 241; 11th Rev. 
Exemption No. 10) 

Exemption Under Provision of Mandatory 
Cor Service Rules 

It appearing. That the railroads 
named herein own numerous 40-ft. plain 
boxcars; that under present conditions, 
there is virtually no demand for these 
cars on the lines of the car owners: that 
return of these cars to the car owners 
would result in their being stored idle 
on these lines: that such cars can be 
used by other carriers for transporting 
traffic offered for shipments to points 
remote from the car owners; and that 
compliance with Car Service Rules 1 and 
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2 prevents such use of plain boxcars 
owned by the railroads listed herein, re¬ 
sulting in unnecessary loss of utilisation 
of such cars. 

It is ordered. That pursuant to the au¬ 
thority vested in me by Car Service Rule 
19, plain boxcars described in the Official 
Railway Equipment Register, I.C.C. 
R.E.R. No. 397, issued by W. J. Trezise. 
or successive issues thereof, as having 
mechanical designation **XM*'. with In¬ 
side length 44 ft. 6 in. or less 1 regardless 
of door width and bearing reporting 
marks assigned to the railroads named 
below, shall be exempt from the provi¬ 
sions of Car Service Rules l<a>, 2(a), 
and 2(b). 

Atlanta and Saint Andrews Bay Railway 
Company, Reporting Marks: ASAB. 

The Baltimore and Ohio Railroad Company. 
Reporting Marks: BO. 

Bangor and Aroostook Railroad Company. 

Reporting Marks: BAR. 

The Centra) Railroad Company of New Jer¬ 
sey. Robert D. Tlmpany, Trustee. Report¬ 
ing Marks: CNJ. 

The Chesapeake and Ohio Railway Company. 
Reporting Marks: CO. 

Chicago. West Pullman A Southern Railroad 
Company. Reporting Marks: CWP. 

The Denver and Rio Orande Western Rail¬ 
road Company. Reporting Marks: DBOW 
Missouri-Kansas-Texas Railroad Company. 

Reporting Marks: MKT. 

Penn Central Transportation Company. Rob¬ 
ert W. Blanchette. Richard C. Bond, and 
John H. McArthur. Trustees. Reporting 
Marks: NH-NTC-PAE- PC-P&E^PRK 
Soo Line Railroad Company, Reporting 
Marks: 800. 

Union Pacific Railroad Company. Reporting 
Marks: UP. 

Western Maryland Railway Company. Re¬ 
porting Marks: WM. 

Effective 11:59 p.m., November 11, 
1975, and continuing in effect until fur¬ 
ther order of this Commission. 

Issued at Washington, D.C.. Novem¬ 
ber 11. 1975. 

Interstate Commerce 
Commission, 

[seal! R. D. Pearler. 

Agent. 

(PR Doe.75-32058 Piled 12-5-75:8:40 am) 


(Revised I.C.C. Order No. 131. Amdt 2. Rev. 
S O No. 994) 

ASSOCIATION OF AMERICAN RAILROADS 
Rerouting Traffic 

Upon further consideration of Revised 
I.C.C. Order No. 131, (The Baltimore and 
Ohio Railroad Company) and good cause 
appearing therefor: 

It is ordered. That: I.C.C. Order No. 
131 be. and it is hci^eby. amended by sub¬ 
stituting the following paragraph (g) for 
paragraph <g) thereof: 


1 Change. 


(g) Expiration dale. This order shall 
expire at 11:59 pjn.. May 31,1976. unless 
otherwise modified, changed, or sus¬ 
pended. 

It is further ordered. That this amend¬ 
ment ahaU become effective at 11:59 
p.nu December 5, 1975, and that this 
order shall be served upon the Associa¬ 
tion of American Railroads. Car Service 
Division, as agent of all railroads sub¬ 
scribing to the car service and car hire 
agreement under the terms of that 
agreement, and upon the American Short 
Line Railroad Association; and that it 
be filed with the Director. Office of the 
Federal Register. 

Issued at Washington. D.C.. November 
24. 1975. 

Interstate Commerce 
Commission, 

[real! R. D. Pfahlei, 

Agent. 

IFR Doc 75 32950 Piled 12-5-75:8:45 am| 


{Rule 19; Ex Part* No. 241. 14th Rev. 
Exemption No. 99) 

BURLINGTON NORTHERN INC. 

Exemption Under Provision of Mandatory 
Car Service Rules 

It appearing. That the U.S. railroads 
own numerous plain gondolas less than 
61 ft; that under present conditions, 
there are substantial surpluses of these 
cars on the lines of the car owners: that 
return of these cars to the car owners 
would result in their being stored idle on 
these lines: that such cars can be used 
by other carriers for transporting traffic 
offered for shipments to points remote 
from the car owners; and that compli¬ 
ance with Car Service Rules 1 and 2 pre¬ 
vents such use of plain gondolas, result¬ 
ing in unnecessary loss of utilization of 
such cars. 

It is ordered . That pursuant to the au¬ 
thority vested in me by Car Service Rule 
19. plain gondola cars described in the 
Official Railway Equipment Register. 
I.C.C. R.E.R. No. 397. issued by W. J. 
Trezie or successive Issues thereof, as 
having mechanical designation “GA'\ 
"GB \ <, GD , \ “OH", *G8 M . and "Or, 
which are less than 61 ft. 0 in. long, and 
which bear the reporting marks assigned 
to United States Railroads, shall be ex¬ 
empt from the provisions of Car Service 
Rules 1(a). 2<a>, and 2(b). <See Excep¬ 
tions 1, 2 and 3) 

Exception l: This exemption does not 
jtupersede United States customs regulations 
applicable to cars owned by Canadlau or 
Mexican railroads. 

Exception 2: This exemption shall not 
apply to cars subject to service orders Issued 
by the Interstate Commerce Commission or 
to directives Issued by the Car Service Di¬ 
vision of the Association of American Rail¬ 
roads, restricting the use of designated care. 


Exception 3: This exemption shall not 
apply to plain gondola cam owned by the 
railroads named below: 

Burlington Northern Inc., Reporting Marks. 
BN-CBO-ON-NP-BPS. 

The Central Railroad Company of New Jer¬ 
sey. Robert D. Tlmpany, Trustee, Reporting 
Marks: CNJ. 

Chicago, Milwaukee. St. Paul and Pacific 
Railroad Company, Reporting Marks: 
M1LW. 

The Denver and Rio Grande Western Rail¬ 
road Company, Reporting Marks: DROW. 
Florida East Coast Railway Company, Re¬ 
porting Marks: PEC. 

Grand Trunk Western Railroad Company, 
Reporting Marks: OTW. 

The Kansas City Southern Railway Company, 
Reporting Marks: KCS. 

Louisiana A Argansas Railway Company, Re¬ 
porting Marks: LA. 

Maine Central Railroad Company. Reporting 

Marks: MEC. 

• • • 

Penn Central Transportation Company. 
Robert W. Blanchette. Richard C. Bond, 
and John H. McArthur, Trustee*, Report¬ 
ing Marks: PC-PRR-NYC. 

Richmond. Fredericksburg and Potomac Rail¬ 
road Company. Reporting Marks: RFP. 
Union Pacific Railroad Company, Reportlm; 
Marks: UP. 

Effective November 15, 1975. 

Expires February 29, 1976 . 

Issued at Washington. D.C., November 
18, 1975. 

Interstate Commerce 
Commission. 

I SEAL ] R. D. PFAHLER, 

Agent. 

* * * Delete: Missouri-Kansas-Texas 
Railroad Company 

|FR Doc 75-32950 Filed 12-5-75:8:48 am) 


| Rule 19; EX Parte No. 241; 15th Rev 
Exemption No. 90 J 

BURLINGTON NORTHERN INC. 

Exemption Under Provisions of Mandatory 
Car Service Rules 

It appearing . That the UJS. railroads 
own numerous plain gondolas less than 
61 ft.: that under present conditions, 
there are substantial surpluses of these 
cars on the lines of the car owners; that 
return of these cars to the car owners 
would result In their being stored idle on 
these lines; that such cars can be used by 
other carriers for transporting traffic of¬ 
fered for shipments to points remote 
from the car owners; and that compli¬ 
ance with Car Service Rules 1 and 2 pre¬ 
vents such use of plain gondolas, result¬ 
ing In unnecessary loss of utilization of 
such cars. 

It is ordered. That pursuant to the 
authority vested in me by Car Service 
Rule 19, plain gondola cars described in 
the Official Railway Equipment Register. 
I.C.C. R.E.R. No. 397, issued by W. J. 
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Trczlsc. or successive Issues thereof, as 
having mechanical designation “GA*\ 
“GB”. “GD*\ "GH”. “GS M , and M GW”. 
which are less than 61 ft. 0 in. long, and 
which bear the reporting marks assigned 
to United States Railroads, shall be 
exempt from the provisions of Car Serv¬ 
ice Rules 1 (a), 2(a>, and 2(b). (See Ex¬ 
ceptions 1, 2 and 3> 

Exception 1: This exemption docs not 
supersede United States customs regula¬ 
tions applicable to cars owned by Cana¬ 
dian or Mexican railroads. 

Exception 2: This exemption shall not 
apply to cars subject to service orders 
issued by the Interstate Commerce Com¬ 
mission or to Directives Issued by the Car 
Service Division of the Association of 
American Railroads, restricting the use 
of designated cars. 

Exception 3: This exemption shall not 
apply to plain gondola cars owned by the 
railorads named below: 

Burlington Northern Inc.. Reporting Marlw: 
BN-CBQ-ON-NP-8PS. 

The Central Railroad Company of New Jcr- 
aey. Robert D. Timpany. Trustee. Reporting 
Marks: CNJ. . 

Chicago. Milwaukee, St Paul and Pacific 
Railroad Company. Reporting Marks: 
MILW. 

The Denver and Rio Grande Western Rail¬ 
road Company. Reporting Marks: DROW, 
Florida East Coast RaUway Company, Re¬ 
porting Marks: FEC. 

Grand Trunk Western Railroad Company, 
Reporting Marks: OTW. 

The Kansas City Southern Railway Com¬ 
pany. Reporting Marks: KCS. 

Louisiana 4c Arkansas Railway Company, Re¬ 
porting Marks: LA. 

Maine Central Railroad Company. Reporting 
Marks: MEC. 

Penn Central Transportation Company. 
Robert W. Blanchette, Richard C. Bond. 


and John H. McArthur, Trustees. Reporting 
Marks: PC-PRR-NYC. 

Reading Company. 1 Andrew L. Lewis, Jr. 
Richmond. Fredericksburg and Potomac 
Railroad Company. Reporting Marks: RFP. 
Union Pacific Railroad Company, Reporting 
Marks: UP. 

and Joseph L. Castle, Trustees, Reporting 
Marks: EDO. 

Effective November 27. 1975. 

Expires February 29.1976 . 

Issued At Washington. D.C.. November 
20.1975. 

Interstate Commerce 
Commission. 

I seal) R. D. Pfahler, 

Agent. 

|FR Doc. 75- 32960 Filed 12-5-75:8:15 am] 


(6.0. No. 1223: Corrected Exception No. 1) 

UNITGRAINTRAIN SERVICES 

Pursuant to the authority vested in 
me by 8ection (a)(4> of Sen'ice Order 
No. 1223, the provisions of Section (a) 
(2) of Service Order No. 1223, which pro¬ 
hibit the shipper, consignee, or other 
party who has arranged for shipment 
of grain in unit-grain-train services from 
specifying the next point or shipper au¬ 
thorized to load a specific group of cars 
shall be deemed to set aside tariff pro¬ 
visions requiring a total of five or more 
trips if the applicable tariffs provide only 
a single level of unit-grain-train rates. 

Effective November 6.1975. 

Issued November 6. 1975. 

[SEAL) R. D. PfAHLER. 

Chairman . Railroad Service Board . 

IFR Doc.75-32957 Filed 12-5-75:8:45 am| 
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PROPOSED RULES 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 
[ 21 CFR Parts 338, 339, 340 ] 
l Docket No. 75-N-02441 
OVER THE COUNTER DRUGS 

Proposal To Establish Monographs for OTC 
Nighttime SleepAid, Daytime Sedative, 
and Stimulant Products 

Pursuant to Part 330 <21 CFR Part 
330), the Commissioner of Pood and 
Drugs received on October 21, 1975 the 
report of the Advisory Review Panel on 
Over-The-Counter <OTC> Sedative, 
Tranquilizer and Sleep-Aid Drug Prod¬ 
ucts. In accordance with i 330.10(a) <6>, 
the Commissioner is issuing (1) a pro¬ 
posed regulation containing the mono¬ 
graphs recommended by the Panel es¬ 
tablishing conditions under which OTC 
nighttime sleep-aid. daytime sedative 
and stimulant drugs are generally recog¬ 
nized as safe and effective and not mis¬ 
branded, <2> a statement of the condi¬ 
tions excluded from the monographs on 
the basis of a determination by the Panel 
that they would result in the drugs not 
being generally recognized as safe and 
effective or would result in misbranding. 
(3) a statement of the conditions ex¬ 
cluded from the monographs on the basis 
of a determination by the Panel that the 
available data are insufficient to classify 
such conditions under either (1) or (2) 
above, and (4) the conclusions and rec¬ 
ommendations of the Panel to the Com¬ 
missioner. The summary minutes of the 
Panel meetings are on public display in 
the office of the Hearing Clerk. Food and 
Drug Administration, Hm. 4-65, 5600 
Fishers Lane. Rockville. MD 20652. 

The purpose of issuing the unaltered 
conclusions and recommendations of the 
Panel is to stimulate discussion, evalua¬ 
tion. and comment on the full sweep of 
the Panel's deliberations. The Commis¬ 
sioner has not yet fully evaluated the 
report, but has concluded that it should 
first be issued as a formal proposal to 
obtain full public comment before any 
decision is made on the recommenda¬ 
tions of the Panel. The report of this 
Panel represents their best scientific 
Judgment. It has been prepared inde¬ 
pendently of the Food and Drug Admin¬ 
istration and docs not necessarily reflect 
the Agency position on any particular 
matter contained therein. After a care¬ 
ful review of this document and ail com¬ 
ments submitted in response to it, the 
Commissioner will prepare a tentative 
Anal regulation to establish monographs 
for OTC nighttime sleep-aid. daytime 
sedative and stimulant drug products. 
Comments on this document are due on 
or before March 8.1976. 

In accordance with I 330.10aO<2>. all 
data and information concerning OTC 
sedative, tranquilizer, sleep-aid and stim¬ 
ulant drug products submitted for con¬ 
sideration by the Advisory Review Panel 
have been handled as confidential by the 
Panel and the Food and Drug Adminis¬ 
tration. All such data and information 
shall be put on public display at the office 


of the Hearing Clerk, Food and Drug 
Administration, on or before January 7. 
1976, except to the extent that the per¬ 
son submitting it demonstrates that It 
8till falls within the confidentiality pro¬ 
visions ot 18 U.S.C. 1905 or section 301 (J) 
of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 331 (J)). Requests for con¬ 
fidentiality shall be submitted to the Food 
and Drug Administration. Bureau of 
Drugs, Division of OTC Drug Products 
Evaluation (HFD-510), 5600 Fishers 
Lane. Ftockvillc. MD 20852. 

Based upon the conclusions and rec¬ 
ommendations of the Panel, the Com¬ 
missioner proposes, upon publication of 
the final regulation: 

1. That the monographs (Category I) 
be effective 30 days after the date of pub¬ 
lication of the final monographs in the 
Federal Register. 

2. That the conditions excluded from 
the monographs on the basis of the Pan¬ 
el's determination that they would re¬ 
sult in the drug not being generally rec¬ 
ognized as safe and effective or would 
result in misbranding (Category II) be 
eliminated from OTC drug products ef¬ 
fective 6 months after the date of pub¬ 
lication of the final monographs in the 
Federal Register, regardless whether 
further testing is undertaken to Justify 
their future use. 

3. That the conditions excluded from 
the monographs on the basis of the Pan¬ 
el's determination that the available data 
are insufficient to classify such conditions 
cither as generally recognized as safe and 
effective and not misbranded or as not 
being generally recognized as safe and 
effective or would result In misbranding 
(Category IIP be permitted to remain 
in use for 3 years after the date of pub¬ 
lication of the final monographs in the 
Federal Register, if th* manufacturer 
or distributor of any such drug utilizing 
such conditions In the interim conducts 
tests and studies adequate and appro¬ 
priate to satisfy the questions raisfcd with 
respect to the particular condition by 
the Panel. 

In the following document, the Seda¬ 
tive, Sleep-Aid and Tranquilizer Panel 
set forth a concept known as "Category 
III with a marketing hold" (Category III 
<MH>) for doxylaminc succinate and 
phenyltoloxamlne dihydrogen citrate for 
use as OTC nighttime sleep-aids. The 
Panel concluded that these Ingredients 
may be effective but require further test¬ 
ing. Since the ingredients have never be¬ 
fore been marketed over-the-counter 
<OTC) as nighttime sleep-aids, the Panel 
concluded that there should be a market¬ 
ing hold for that indication until ade¬ 
quate safety and effectiveness data are 
available. The Panel stated in their re¬ 
port that they were aware the effect of 
such a recommendation might cause the 
Food and Drug Administration to classify 
these ingredients in Category n and 
therefore, prohibit OTC marketing until 
an approved New Drug Application 
<NDA) is obtained by a drug manufac¬ 
turer or until the OTC nighttime sleep- 
aid monograph (Part 338) is amended to 
include these ingredients. 

The Panel in their recommendations 
also classified the Ingredient diphenhy¬ 


dramine hydrochloride as an OTC night¬ 
time sleep-aid as Category HI but sug¬ 
gested marketing of this ingredient be 
permitted while final testing was carried 
out. This ingredient is presently a new 
drug marketed under an approved New 
Drug Application for prescription lise 
only for several indications. Based on a 
review of this drug by the National Acad¬ 
emy of Sciences—National Research 
Council (NAS/NRC). it was classified as 
“probably effective" for Intractable in¬ 
somnia. Diphenhydramine has never 
been legally marketed for any indication 
for over-the-counter use. The Panel 
raised questions regarding the safety and 
effectiveness of diphenhydramine as a 
nighttime sleep-aid which require reso¬ 
lution prior to classification of the in¬ 
gredient in Category L 
The Commissioner has determined that 
an active ingredient classified as Cate¬ 
gory HI which heretofore has been lim¬ 
ited to prescription use or classified for 
OTC use at a dbsage level higher than 
that available in an OTC drug product on 
December 4. 1975, as published In the 
Federal Register of December 4,1975 < 40 
FR 56675), may not be lawfully marketed 
for OTC use until the tests and studies 
to satisfy the questions raised by the 
Panel have been conducted and the drug 
has been determined by the Food and 
Drug Administration to be generally rec¬ 
ognized as safe and effective and not 
misbranded for over-the-counter mar¬ 
keting and so indicated in an appropriate 
monograph published in the Federal 
Register or a New Drug Application is 
approved. The Commissioner also con¬ 
cludes that the procedures promulgated 
in the Federal Register of May 11. 1972 
<37 FR 9464) establishing the OTC drug 
review do not provide for a “marketing 
hold" for Category HI conditions and 
that such a concept is equivalent to clas¬ 
sifying an ingredient in Category n. The 
classification by a Panel of an Ingredient, 
historically a prescription ingredient, in 
Category III with or without a market¬ 
ing hold represents no more than an 
opinion that the prescription ingredient 
may be shown at some future time to be 
generally recognized as safe and effective 
for OTC marketing with adequate 
studies. 

Accordingly. the Commissioner 
reaches the immediate determination 
that doxylaminc succinate, phenyltolox- 
aminc dihydrogen citrate and diphenhy¬ 
dramine hydrochloride as OTC nighttime 
sleep-aids arc new drugs within the 
meaning of section 201 (p) of the Federal 
Food. Drug, and Cosmetic Act <21 U.S.C. 
321 (p>). implemented by §310.3<g> and 
(h)(5) <21 CFR 310.3(g) and (h)(5)). 
Therefore, they cannot now be marketed 
over-the-counter for use as OTC night¬ 
time sleep-aids. Prior to marketing OTC 
for such an Indication, an approved New 
Drug Application is required or a deter¬ 
mination must be made that the ingredi¬ 
ents are generally recognized as safe and 
effective in a monograph. 

A number of questions have been pre¬ 
sented to the Agency regarding the OTC 
marketing status of ingredients or 
amounts of ingredients previously limited 
to prescription use prior to finalization 
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of an applicable monograph for the In¬ 
gredients. The reclassification of ingredi¬ 
ents from prescription to OTC status 
presents important issues that need care¬ 
ful and special considerations. Therefore, 
the Commissioner has proposed in the 
Federal Register of December 4,1975 <40 
FR 56675) to establish a policy to clarify 
the marketing status of all Ingredients 
currently restricted to prescription use 
which an OTC Advisory Panel recom¬ 
mends as either Category I (safe and ef¬ 
fective) » Category n (not safe and effec¬ 
tive) or Category III (the available data 
are insufficient to classify the drug) and 
also the use of active ingredients at dos¬ 
age levels higher than that available in 
any OTC drug product on December 4. 
1975 as published in the Federal Regis¬ 
ter of December 4. 1975 <40 FR 56675). 

The Commissioner is aware of some 
concern about the safety of OTC night¬ 
time sleep-aids in general and about di¬ 
phenhydramine in particular due to pos¬ 
sible hazards of misuse, abuse or other 
adverse societal impact. He Is therefore, 
seeking public comment on these issues 
at this time. The Panel addressed these 
Issues to some degree by recommending 
a product container size limitation to 
avoid abuse. However, the Commissioner 
believes the broader safety issue of pos¬ 
sible misuse and societal impact of OTC 
nighttime sleep-aids should be publicly 
reviewed through comment upon this 
proposal. 

The conclusions and recommendations 
contained in the report of the Advisory 
Review Panel on OTC Sedative, Tran¬ 
quilizer and Sleep-Aid products to the 
Commissioner are as follows: 

In the Federal Register of January 
5. 1972 (37 FR 85), the Commissioner of 
Food and Drugs Announced a proposed 
review of the safety, effectiveness and 
labeling of all OTC drugs by Independent 
advisory review panels. On May 8. 1972, 
the Commissioner signed the final regu¬ 
lations providing for the OTC drug re¬ 
view under f 330.10. which were made 
effective Immediately. Pursuant to these 
regulations the Commissioner issued a 
request for data and information on all 
sedative, tranquilizer and sleep-aid ac¬ 
tive ingredients in drug products. In the 
Federal Register of August 22. 1972 (37 
FR 16885 ). The Commissioner issued in 
the Federal Register of May 25.1973 «38 
FR 13763) an additional request for data 
and information on all stimulant ingre¬ 
dients. 

The Commissioner appointed the fol¬ 
lowing Panel to review the data and In¬ 
formation submitted and to prepare a 
report on the safety, effectiveness, and 
labeling of OTC products containing 
sedative, tranquilizer, sleep-aid and sti¬ 
mulant ingredients: 

Karl Rlckols, M D, Chairman, Cal ton K. 
Knckaon. Ph D.. Helen Dunn Ooutn. R.Ph., 
MR., Ernewt 1*. Hartmann. M.D., Sumner M. 
Kalman, M.D.. Lester C. Mark, M.D., Prances 
8 Morns. MD. 

The Panel was first convened on No¬ 
vember 15, 1972 in an organizational 
meeting. Working meetings were held on 
January 29 and 30. April 19 and 20, 
June 25 and 26, September 17- and 18. 
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November 5 and 6, December 17 and 18, 
1973: February 4 and 5. March 1 and 2, 
April 1 and 2, July 9 and 10. October 28 
and 29, 1974; January 27 and 28, 
March 3 and 4, April 28 and 29, August 14 
and L5. September 29 and 30. 1975. 

The Panel included the following non¬ 
voting liaison representatives: Ms. Renee 
Butler, nominated by an ad hoc group of 
consumer organizations. Joseph L. Ka- 
nig. PhD., and in his absence Mr. Peter 
G. Neaman or Mr. Max Richburg, R Ph., 
were nominated by the Proprietary Asso¬ 
ciation. Haney I. Chernov. Ph D., an em¬ 
ployee of the Food and Drug Adminis¬ 
tration served as Executive Secretary un¬ 
til September 1973 when he was suc¬ 
ceeded by Irma Hobart. M.D., also an 
employee of the Food and Drug Admin¬ 
istration. Others who served with the 
Panel w'ere Michael Kennedy. Panel Ad¬ 
ministrator. Melvin Lessing. M S., R.Ph., 
Drug Information Analyst and George H. 
Kcmer. Consumer Safety Officer. 

In addition to the Panel members and 
liaison representatives, the Panel utilized 
the advice of the following consultant: 
Robert W. Downing, PhD. 

In addition, the following individuals 
provided useful scientific information by 
correspondence at the request of the 
Panel which is included In the admin¬ 
istrative record: 

Jerome W. Bettman, MD., Nelson trey. MD.. 
Irving J. Se Ilk off. MD. 

The following individuals were given 
an opportunity to appear before the 
Panel to express their views, either at 
their own request or at the Panel's re¬ 
quest: 

Clinton C. Brown. MD , Robert B. Chonte. 
Leonide OoldAtctn, MD.. Andrew Crahiun, 
Esq , Martin Hlmmel. Anita Johnson. Esq., 
Ben Marr Lanman, MD. Leslie M. Lueck. 
Ph D. Joseph Pittelll. M.D., E. Ned Schulte, 
MD.. Roger A Schultz, Esq . Robert A. 8per- 
bar. M.D, Garrett W. Swenson, Esq.. Gerald 
W Vogel. M D. 

No person who so requested was denied 
an opportunity to appear before the 
Panel. 

The Panel has thoroughly reviewed the 
literature, and the various data submis¬ 
sions, has listened to additional testi¬ 
mony from Interested parties and has 
considered all pertinent data and infor¬ 
mation submitted through September 29. 
1975 in arriving at its conclusions and 
recommendations. 

The Panel first attempted to define the 
terms currently used In OTC products to 
be sure that these terms were clear to the 
consumer. The Panel was unable to de¬ 
fine the term • tranquilizer*' in relation 
to drugs for OTC daytime sedation. The 
Panel believes that the term “tran¬ 
quilizer” Is inappropriate for an OTC 
product because to the consumer, the 
term ’‘tranquilizer** is misleading. The 
term promises a quantitatively different 
effect than that which an OTC drug is 
able to provide. Tranquilizer is a term 
properly identified with a medically pre¬ 
scribed psychotropic drug which is avail¬ 
able by proscription and should in fact 
only be available by that source. For this 
reason, the Panel adopted the use of the 


term “daytime sedative.” It was also ap¬ 
parent to the Panel that it would be 
necessary to appropriately define a prod¬ 
uct used to induce sleep at night. Such a 
product with the term “sedative’' or 
“sleep-aid” did not in the Panel’s estima¬ 
tion provide sufficient guidance to the 
consumer as to the use of the product. 
Therefore, the Panel is recommending to 
the Commissioner that the term “night¬ 
time sleep-aid” be adopted for use of a 
product that will Induce sleep. 

These two terms “daytime sedative” 
and “nighttime sleep-aid” are descrip¬ 
tive of the type*; of products presently 
used as OTC medications. They Indicate 
the time of use and the effect that the 
consumer will realize without causing 
confusion or misunderstanding. Hence¬ 
forth, In this document, the Panel has 
adopted and uses the terms “daytime 
sedative'* and “nighttime slocp-ald.** 

. In accordance with the OTC drug re¬ 
view regulations (21 CFR 330.10), the 
Panel’s findings with respect to these 
classes of drugs arc set out In three cate¬ 
gories: 

L Conditions under which nighttime 
sleep-aid. daytime sedative and stimulant 
products are generally recognized as safe 
and effective and are not misbranded. 

II. Conditions under which nighttime 
sleep-aid. daytime sedative and stimulant 
products are not generally recognized as 
safe and effective or are misbranded. 

III. Conditions for which the available 
data are inefficient to permit final clas¬ 
sification at this time. 

The Panel recommends the following 
for each category of drugs: 

1. That the monographs (Category I> 
be effective 30 days after the date of pub¬ 
lication of the final monographs in the 
Federal Register. 

2. That the conditions excluded from 
the monographs on the basis of the 
Panel's determination that they would 
result in the drug not being generally 
recognized as safe nnd effective or would 
result in misbranding (Category II) be 
eliminated from OTC drug products ef¬ 
fective 6 months after the date of pub¬ 
lication of the final monographs In the 
Federal Register, regardless whether 
further testing is undertaken to Justify 
their future use. 

3. That the conditions excluded from 
the monographs (Category III» on the 
basis of the Panel’s determination that 
the available data are Insufficient to 
classify such conditions either as Cate- 
goo* I—generally recognized as safe and 
effective and not misbranded; or as 
Category n—not being generally recog¬ 
nized as safe and effective or would re¬ 
sult in misbranding, be permitted to re¬ 
main in use for 3 years after the date of 
publication of the final monographs In 
the Federal Register. If the manufac¬ 
turer or distributor of any such drug 
utilizing such conditions in the interim 
conducts tests and studies adequate and 
appropriate to satisfy the questions 
raised with respect to the particular 
condition by the Panel. 

The Panel has provided a period of 3 
years for testing Category m antihis¬ 
tamines as nighttime sleep-aids and be- 
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lleves that this period of time is neces¬ 
sary because testing facilities are limited. 
For example, only a few electroencepha¬ 
lograph (EEG) sleep laboratories exist 
and few experienced investigators are 
available to perform such studies. Much 
of the current effort is being utilized in 
studies on newer prescription drugs. 
Thus, to shortcut the practical time it 
would take to carry out these studies in a 
reasonable manner would not be in the 
best interest of the consumer, the indus¬ 
try or the testing laboratories. The 
Panel is aware that it generally takes 
considerable time to design, set up, con¬ 
duct. analyze and report these tests. The 
Panel considers that the Category III 
ingredients (antihistamines) being re¬ 
viewed are basically safe as OTC night¬ 
time sleep-aid products. Their safety is 
therefore not in serious Question unless 
higher dosages than recommended by the 
Panel as OTC nighttime sleep-aids are 
used, Thus the question of approval of 
these preparations is based upon demon¬ 
stration of effectiveness. 

The Panel also during its review real¬ 
ized that two antihistamines are not 
marketed as OTC sleep-aids but are 
available for other OTC Indications, e g., 
anti tussive (cough suppressant) or as a 
calmative, at dosage levels lower than 
that which would be necessary to pro¬ 
duce a sedative effect. These ingredients 
could possibly be used as OTC night¬ 
time sleep-aids but the Panel is con¬ 
cerned with allowing marketing until 
further data are obtained on their safe¬ 
ty and effectiveness. Therefore, the Panel 
created a Category in-MH (marketing 
hold' designation with a request that 
no marketing as an OTC nighttime 
sleep-aid be allowed until further test¬ 
ing has been done. These ingredients 
are discussed below. (See paragraph II 
C 3 below —Conditions under which the 
available data are insufficient to permit 
final classification at this time.) 

I. Submission or Data and Information 

A. REQUEST FOR SUBMISSION OF SEDATIVE, 
TRANQUILIZER AND SLEEP-AID DRUG DATA 

Pursuant to the notice published In 
the Federal Register of August 22, 1972 
<37 FR 16885) requesting the submis¬ 
sion of data and information on seda¬ 
tive, tranquilizer, and sleep-aid drugs, 
the following firms made submissions 
relating to the indicated products: 

1. Submissions bp firms . 


Firm 

Mile* Laboratories, 
Inc., Elkhart. IN 
46514. 

Whitehall Laborato¬ 
ries. Inc., New York, 
NY 10017. 

J. B. Williams Co. 
Inc.. Cranford, NJ 
07016. 


Marketed Products 

Miles Nervine Cap¬ 
sules, Miles Nerv¬ 
ine Liquid, MUes 
Nervine TableU, 

Quiet World Tab¬ 
lets, Sleep-Eze 
Tablets. 

Somlnex Capsules, 
Sotnlucx Tablets. 


In addition, the follou’lng firms, made 
related submissions: 


Firm 

Johnson and Johnson 
Co. New Brunswick, 
NJ 08003. 

Miles Laboratories, 
Inc.. Elkhart, IN 
47514. 

Monsanto Industrial 
Chemicals Co., St. 
Louis. MO 63160. 

Parke. Davis & Co. 
Ann Arbor. MI 
48106. 

Pfizer Inc.. New York. 
NY 10017. 

J. B. Williams Co., 
Inc., Cranford, NJ 
07016. 

Whitehall Laborato¬ 
ries, Inc., New York. 
NY 10017. 


Submissions 

Talc. 


Diphenhy dr ami ne 
hydrochloride. 

Methspyrllene fu- 
in urate. Mctha- 
pyrUenc hydro¬ 
chloride. 

Diphenhydramine 

hydrochloride. 

Doxy 1 amine succi¬ 
nate. 

Doxy lani Ine succi¬ 
nate, Phenyltolox- 
amine dihydrogen 
citrate. 

Diphenhydramine 

hydrochloride. 


The following submission was not re¬ 
ceived in adequate time for review by the 
Panel: 

Firm Marketed Product 

Del Laboratories. Inc.. Placin Calmative 
Farmingdale. NY Capsules. 

11735. 


2. Labeled active ingredients contained 
in these marketed products. 


Acetaminophen. Ammonium bromide. As¬ 
pirin. Citric acid. Diphenhydramine hydro¬ 
chloride. Doxy 1 amine succinate. Methapyrl- 
lene fumarate, Methapyrllene hydrochloride. 
Niacinamide. Passion flower extract. Phenyl- 
toloxamine dihydrogen citrate. Potassium 
bromide. Pyrllamlne maleate, Sallcylamlde, 
Scopolamine amlnoxlde hydrobromide. Sco¬ 
polamine hydrobromide. Sodium bicarbonate, 
Sodium bromide. Thiamine hydrochloride. 

B. Request /or Submission of Stimu¬ 
lant Drug Data. Pursuant to the notice 
published in the Federal Reoister of 
May 25. 1973 (38 FR 13763) requesting 
the submission of data and information 
on stimulant drugs, the following firms 
made submissions relating to the indi¬ 
cated products: 

1. Submissions bp firms. 


There were no additional related sub¬ 
missions. 

2. Labeled active ingredients con¬ 
tained in marketed products. 

Ammonium chloride, Caffeine. Ginseng. 
Vitamin E. 


c. classification of submitted data 

1. Ingredients considered bp the Panel 
for safety and effectiveness as nighttime 
sleep-aids or daytime sedatives. 

Ammonium bromide, Diphenhydramine 
hydrochloride. Doxy! amine succinate. 
Methapyrllene fumarate. Methapyrllene hy¬ 
drochloride, Phenyltoloxamlne dlhydrogen 
citrate, Potassium bromide, Pyrllamlne 
maleate. Scopolamine amlnoxlde hydrobro¬ 
mide, Scopolarnlno hydrobromtde, Sodium 
bromide. 


2. Ingredient considered bp the Panel 
for safety and effectiveness as a stimu¬ 
lant. 

Caffeine. 

3. Ingredients referred to other OTC 
panels for review. 

Ingredient Panel Referred To 

Acetaminophen —_Internal Analgestlc 

Panel 

Ammonium chloride. Miscellaneous In¬ 
ternal Drug Prod¬ 
ucts Panel. 

Aspirin ___ Internal Analgesic 

Panel. 

Sallcylamlde-—— Internal Analgesic 

Panel. 


4. Irrational ingredients. 

The following ingredients in submitted 
products for review were classified by the 
Panel as irrational for use and arc dis¬ 
cussed later in this document: 


Claimed Ingredient 
Ammonium chloride.. 
Ascorbic acid_ 

Citric add_ 


Oin Menu —_ 

Niacinamide_ 


Pa'wlon flower extract. 
Sodium bicarbonate.. 


Thiamine hydrochlor¬ 
ide. 

Vitamin E__ 


Irrational Use 

8tlmulant 

Nighttime Sleep- 
Aid. Daytime Sed¬ 
ative 

Nighttime Sleep- 
Aid/Daytime Sed¬ 
ative 

Stimulant 

Nighttime Sleep- 
Aid/ Daytime Sed¬ 
ative. 

Nighttime Sleep- 
Aid. 

Nighttime Sleep- 
Aid/Daytime Sed¬ 
ative. 

Nighttime Sleep- 
Aid. 

80mulant. 


Firm 

Block Drug Co., Inc., 
Jemey City, NJ 
07016. 

Bristol-Myers Co., 
New York, NY 
10022 . 

Endo Laboratories, 
Inc., Garden City, 
NT 11530. 

Jeffrey Martin. Inc.. 
Union. NJ 07063. 


Marketed Products 

Nytol Capsules, Ny- 
toi Tablets. 

Exccdrln PM. Tab¬ 
lets. 

Dilone Tablets. Per- 
oogeaic Tablets. 

Compoz Tablets. 


Firm 

Blair Laboratories, 
Inc., Norwalk, CT 
06856. 

Bristol-Myers Co., New 
York. NY 10022. 
Jcrrard Cosmetics. 
Ltd. Hollywood. CA 
00028 

J. B. Williams Co. 
Inc., Cranford, NJ 
10017. 


Marketed products 
Pre-Mens Porte 
Tablets. 

No-Doz Tablets. 

Love Oarden Stimu 
lant Capsules. 

Vlvtran Tablets. 


5. Inactive ingredients. 

Flavoring agents. Coloring agents. Talc. 

The Panel is concerned about the 
carcinogenic potential of asbestos in talc, 
which is discussed later in this document 

The Panel has included the following 
table for the convenience of the reader, 
in which the active ingredients have 
been categorized: 
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CATIGOftlZATtO* or 6 IKOUt ASH) Co MB IK ATI ON IXOBFDUCNTB Cokstoebed hy tttk Panel fob Bafeyy ANt> 
EmnniKiw as Njouttim* 8lxct-Aidb. Daytime Hedattyeiiob Stimulants 


(/) Nighttime sleep-aide as single ingredients 


Ingredient 


Ctdfonr 


Ju>tif!c*tion Inf Addition*! period 
catefocltatkm * for testing 


Antihistamines: 

Diphenhydramine hydrochloride....... 

Doxvbunln* succinate *. 

Metbupyrllene fosnaiwte... 

Mcthapyrileuc hydrorhlorido.. 

rhpnyltcvkvxamiivr dihydrogpu citrate 

Pvrllsinlne makwte. 

Brotnidi*' 

Ammonium bromide., 

Potassium bromide. 

Sodium bromide. 


Scopolamine compounds: 

Scopolamine amtnoiidc hydrobromide..........— 

Scopolamine hydrottromid*.... . .. 


II!. 

Ill (MU). 

Ill.... 

Ill. 

ill (MO). 
Ill. 



__ IT..., 


_None. 


i compound*: 

Aertamlnopbeu .... 

Aspirin • .. 

Pasadon flowrrr extract.. 

PaJlcylumlde». 

ThUmliw hydrochloride. 


_II_.... 

!! * s! k 

Da 

Da 

-11.8. R . 

Da 

- 11 . . 

_8. K... 

Da 

_IL.. 

_11.. 

. p -... 

Da 

Da 

..... 11.. 

1R 

Da 

_II. 

_K. . . 

Da 

-U. 

.IR.~ 

Da 


< 8 (soirty>, K (effectiveness), IR (lrmUott*J roanUtwtion) and NA (not *pplfrabl»). 

• MU Indicates Ingredient b plocrd In Category Ul (marketing bold), trlth Addition*! d*(* required prior to mar¬ 
keting tor US? indicated. 

1 Kofcnrd to OTC Intern*! Analgetic* P»m 1 for evaluation of analgesic clalnu. 

(£) Nighttime sleep-aids as combinations of ingredients 


Combination Category JtmiAcatioo Addition*! period 

for ralrgorluiUon for testing 


Combinations containing2or more antihistamines.II... 8, K.._....... None, 

Comblnatiww containing bromides...II....... 8, K. Do. 

Combinations containing wopofemtne. II...8. K. Do. 

Combinations containing analgetics.'. Ill. K.3 years. 

Combinations containing thlamluc hydrochloride or 11. Ill . None. 

passion flower. 


t Referred to OTC Internal Analgetics Panel Inc evaluation o4 analgetic claims. 

The Panel was unable to determine other rational combinations which might be 
considered safe and effective as nighttime sleep-aids. 

(5) Daytime sedatiies as single ingredients 


IngmUrut 


Justification for Additional period 
Category categorisation for testing 


Antihistamines: 

Diphenhydramine hydro?holiide ■. 

Doxy Urn] nr succinate •. . .... 

Mrthapyrtlerie fumarst*.... 

Msthanyrllone hydrochloride. 

Pbeiiyltoioxanilne dlhydrogen citrate.. 

Pyrllamine mabate... 

Bromide*. 

Ammonium bromide..... 

Potassium bromide.... 

Sodium bromide....... 

Scopolamine compounds: 

Bcofxiltunme amlnoxide lirdrobrotnlde....... 

Scopolamine hydrobromide. 

Miscellaneous compounds: 

Acetaminophen». 

Aspirin«...... 

Sa&cytamid* *.... 

Niacinamide. 

Thiamine hydrochloride.... 


It.. 

11.. 

III. 

in. 

in. 

in.. 

ii~ 

11.. 

iu. 

u... 

ii.. 

, ii.. 

u.. 

11.. 

11.. . 


8. K. 
8. K. 
8, B. 
8.K. 
«,B. 
8, B. 


, None. 
Do. 
tyeara. 

Do. 

Do. 

Do. 


_8___None, 


.§. 

Da 

Da 

»••«••• ^ * K « m s •*••«•••*•« 

Do. 


Da 

»•••«•■ K■*«••••««•••• 

Do. 

Da 

Da 

_IR.— 

Do. 

. ... IR.- 

Do. 


1 Ingredient* have not been submitted as daytime ordativea and would not be appreciate for such use. (See dl*» 
nation of Individual ingredients lo this preamble.) 

• Referred to OTC Internal Analgetics Pane! for evaluation of anafcetic claims. 

(4) Daytime sedatives as combi nations of ingredients 


Combination 


Category Justification Additional period 

for categorisation for testing 


Combinations containing 'Joe morr anlhbtamlnes_n.. 8, . T - None. 

Combinationscontaining bromides........ II.. 8, K_ — T , -„ Dow 

Combinations containing $conolamloe... II.. 8. K Da 

Combinations containing analgetics... Ill.... 8, K....m... 3 yean. 

Combinations containing vitamin*. ... II.. In____Nona 


The Panel was unable to determine other rational combinations which might be 
considered safe and effective as daytime sedatives. 
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(5) Stimulants as single ingredients 


Ingredient 

Category 

Justification far 
caUgorteaUon 

Additional iwrlod 
far tatting 

Caflrin* 

I. .. 

.... 8, R_ _ 

NA 

Aimnonium rlUnrliJii __ 

n. 

.... IK. 

None. 

fUnarag.. ... 


.. IK . 

Do. 

Vitamin .... 

mini finnnnm:: 

.... IK. 

Da 





‘ Katarrd to OTC Mlaoriloitata* Lntaroai Pah* 1 Mr evaluation at diuretic claims 


(6) Stimulants 

as combinations of ingredients 


Combination 

Category 

Justification 

Additional period 



lor rmtagori tattoo 

far tatting 

Combination* containing diuretic*.-. 

_.. n__ 

..... IK.. 

Non**. 

Combination* containing gltiMnw. 

. u_ ... 

_IK.. 

Do. 

Combination* containing Vitamin K.. 

.... u.. .... 

i.,.. IK................ 

Da 


The Panel was unable to determine 
other rational combinations which might 
be considered safe and effective as stim¬ 
ulants. 

II. Nighttime Sleep-Aim 

A. GENERAL DISCUSSION 

Sleep Is generally defined as a regu¬ 
larly recurrent, easily reversible behav¬ 
ioral state characterized by relative 
quiescence, and a greatly Increased 
threshold of response to stimulation 
from the environment. In recent years 
it has been shown that a series of well- 
defined changes in brain wave patterns 
and other physiological changes regu¬ 
larly accompany behavioral sleep. These 
polygraphicaily recorded patterns are 
now useful in determining exact time of 
sleep onset and minute-by-minuto 
changes in sleep stages. It appears justi¬ 
fiable at this point to add to the above 
behavioral definition of sleep that nor¬ 
mal sleep must be accompanied by the 
usual well-determined sequence of poly¬ 
graphic patterns. 

The Panel accepts that experiencing 
occasional sleep problems is a valid in¬ 
dication for OTC medication. Sleep 
problems amenable to help by OTC 
products would fall Into two broad cate¬ 
gories: (1) Occasional difficulty In fall¬ 
ing asleep (an increase in sleep latency >, 
and (2) occasional difficulty In remain¬ 
ing asleep (an increase in number of 
awakenings, total time awake after sleep 
onset, or early morning awakening!. 
Normal sleep patterns vary consider¬ 
ably and n person should take OTC med¬ 
ication only when his pattern deviates 
widely from his usual pattern. 

Patients with severe or chronic in¬ 
somnia are not candidates for self- 
medication; they should consult their 
physicians. Severe insomnia can be de¬ 
fined as sleep difficulty serious enough 
to Interfere regularly with a person's 
normal waking activities. Chronic in¬ 
somnia Is sleep difficulty occurring every 
night or almost every night for at least 
several weeks. 

An OTC nighttime sleep-aid, then. Is 
a substance which helps an individual 
fall asleep or Is used for the relief of 
occasional sleeplessness. Possible uses 
for such products, If demonstrated by 
adequate testing, would be to reduce 
time taken to fall asleep, number of 


awakenings, or early morning awaken¬ 
ing or any combination of the above 
circumstances if these circumstances 
<delayed sleep, frequent awakenings, 
light sleep, or reduced duration of sleep) 
interfere with the normal sleep pattern 
of the individual. 

B. SAFETY AND EFFECTIVENESS 

The Panel suggests the criteria in the 
discussion below to establish the safety 
and effectiveness of these agents. 

The active ingredient must be safe In 
the doses suggested on Uic labeling. The 
demonstration of safety should be based 
upon current criteria used to evaluate 
centrally acting drugs. This includes the 
Panel's suggested guidelines for testing 
the safety of a nighttime sleep-aid. (See 
paragraph II D below—Data Required 
for OTC Nighttime 81ecp-Aid Ingredient 
Evaluation.) The general guidelines used 
in the introduction of drugs for prescrip¬ 
tion use should also be followed in as¬ 
sessing safety. Also, certain special types 
of adverse reactions are difficult to eval¬ 
uate. Por example, teratogenic effects 
< the ability to cause congenital malfor¬ 
mations), are so difficult to determine 
before marketing that the Panel advises 
that new drugs not Intended for life¬ 
saving use should not be used in women 
known to be pregnant or who are nursing 
a baby, and this precaution should be in¬ 
cluded in the labeling. Further, drugs 
that are suspected of causing mutations 
and/or cancer should not be authorized 
for OTC use. Finally, untoward inter¬ 
actions between an OTC preparation and 
other commonly used drugs or foods 
should be Indicated In the labeling if 
such interactions may cause severe dis¬ 
comfort. distress, disease, or disability. 

Because these drugs are intended for 
nighttime use, their action should not 
persist into the daytime hours, or beyond 
the intended period of sleep, so that no 
Interference with normal motor or sen¬ 
sory performance Is encountered during 
the waking state. 

The drug should be effective without 
causing undue disturbance in the period 
after sleep, such as depressed motor or 
sensory activity, including reduced abil¬ 
ity to perform simple motor tasks. The 
drug should not interfere In an unusual 
manner or to an unusual degree with 
physiological EEO patterns character¬ 
istic of normal sleep 


There should be a low potential for 
allergic manifestations and for idiosyn¬ 
cratic responses to the drug. The margin 
between an effective and a toxic dose 
should be large, and the desired effect 
should be produced ordinarily with a 
single dose; occasionally a repeated dose 
may be needed. The drug should not be 
habit-forming or addicting. There should 
be no serious toxicity that would result 
from ill-advised or inadvertent chronic 
use of the drug. 

Determination of effectiveness of an 
OTC nighttime sleep-aid can be made to 
some extent by subjective reports from 
patients or subjects, and by nurses’ ob¬ 
servations. but are made more accurately 
by all night sleep laboratory recordings. 
Preferably, several methods should be 
used, such as all night sleep recordings 
in a small number of subjects combined 
with subjective reports in a large num¬ 
ber of subjects, to make certain that a 
potential sleep-aid does Improve sleep 
as verified both by objective criteria and 
by reports of improved sleep by the sub¬ 
jects themselves. The Panel has included 
recommended guidelines for evaluating 
the effectiveness of a nighttime sleep- 
aid. ‘See paragraph II D below—Data 
Required for OTC Nighttime Sleep-Aid 
Ingredient Evaluation.) 

In accordance with current practice, 
the packaging of such drugs should be 
designed to protect small children. In 
addition, the Panel believes that the 
quantity of the drug available in an OTC 
nighttime sleep-aid product container 
should be limited to prevent accidental 
ingestion of n lethal dose. 

Labeling 

Consumers often have a variety of 
questions regarding OTC medication. 
Additionally, they may need to discuss, 
or be warned of, possible drug Inter¬ 
actions such as with certain other cen¬ 
tral nervous system depressants (e g., 
tranquilizers, antihistamines, hypnotics, 
alcohol). For this reason, the Panel is of 
the opinion that all OTC products, and 
particularly those in the daytime seda¬ 
tives. and nighttime sleep-aids categories 
should contain Ihc following general 
warning: “Do not take this product if 
you are presently taking a prescription 
or OTC drug without consulting a physi¬ 
cian or pharmacist.” 

The Panel Is aware that the Commis¬ 
sioner. In the Federal Register of June 
4, 1974 (39 FR 19880), has exhaustively 
reviewed the question of drug interac¬ 
tions and has ruled that specific warn¬ 
ings should replace general statements. 

However, the Panel concludes that 
OTC nighttime sleep-aids are a class 
apart. Their specific and potentially 
hazardous actions as centra] nervous sys¬ 
tem depressants render them especially 
liable to additive toxicity with other de¬ 
pressant drugs used concurrently, 
whether prescription or OTC. The 
danger is compounded by the layman's 
ignorance of even the possibility that he 
might be exposing himself to the cumu¬ 
lative toxic effects of two or more de¬ 
pressant drugs. For example, he may 
already be taking remedies for a variety 
of indications (e g., cough/cold, antimo- 
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lion, dermatologic* etc.), and be unaware 
that these products contain antihista¬ 
mines or other centrally acting in¬ 
gredients. In this special case, therefore, 
the Panel believes it important that the 
general warning be retained for the 
guidance of the consumer. 

The recommendation that the con¬ 
sumer who purchases an OTC drug 
should consult with a pharmacist is based 
on the belief that the pharmacist is the 
most readily available community health 
professional to the purchasing consumer, 
and that the average U.S.A. pharma¬ 
cist today is probably as well acquainted 
with OTC preparations and the sub¬ 
ject of possible drug interactions, etc., 
as the average physician. As a specialist 
in the drug held, he possesses knowledge 
of the subject, or will probably have 
appropriate written material (e.g.. prod¬ 
uct Information, handbooks, manuals, 
drug interaction lists) readily available. 

Based upon the foregoing general dis¬ 
cussion of the pharmacology of night¬ 
time sleep-aids and limitations inherent 
Uierein, the following are valid (Cate¬ 
gory I) claims for nighttime sleep-aids: 

“Helps fall asleep" and "For relief of 
occasional sleeplessness." 

The following warnings should be in¬ 
cluded: "For adults only. Do not give to 
children under 12 years of age." "Take 
this product with caution If alcohol is 
being consumed." 

The following warning on products 
containing antihistamines should also be 
Included: " Caution: This product con¬ 
tains an antihistamine drug." 

The labeling should also state that 
OTC nighttime sleep-aids are only rec¬ 
ommended for the treatment of occa¬ 
sional sleep difficulty. The following 
warning should appear on the label: “If 
condition persists continuously for more 
than 2 weeks consult your physician. In¬ 
somnia may be a symptom of serious 
underlying illness." 

The following Category III labeling 
claims are possibly valid if supported by 
controlled studies: 

“Reduces time to fall asleep in persons 
with difficulty in falling asleep." "Re¬ 
duces number of awakenings In persons 
who wake frequently during the night" 
“Prolongs sleep." 

The following terms currently used are 
classified as Category H because they are 
seriously misleading or ambiguous: "nat- 
ral sleep, normal sleep, sound sleep, non- 
hftbit-forming, guaranteed (fast acting), 
or refreshing sleep." 

"Natural sleep" b ambiguous since 
"natural" is not a w ell-defined term and 
could have referred to a natural feeling 
state in the morning or to normal ap¬ 
pearing sleep by any number of physiolo¬ 
gical criteria. The term is misleading 
when these drugs are taken, since the 
drug is an exogenous non-naturally oc¬ 
curring agent introduced Into the body. 
Hence, the body is obviously not entirely 
in its "natural" state during drug-in¬ 
duced sleep. 

"Normal sleep" Is ambiguous and is 
misleading for the same reasons given 
under natural sleep. "Sound sleep" is 
fclmilarily ambiguous. The terra "non- 


hablt-forming" is misleading, undesira¬ 
ble and probably f&be because it Is very 
hard to prove that any product with psy¬ 
chotropic activity can be non-habit¬ 
forming; but more importantly, there is 
an insinuation that other OTC sleep-aid 
products obviously are habit-forming. 

"Guaranteed" is misleading and a false 
promise If used in a general way such os 
"guaranteed fast-acting.” No drug helps 
100 percent of the time. The Panel be¬ 
lieves that the word "guarantee" should 
be prohibited in regard to medical claims. 
The Panel will not comment on the use 
of the term in labeling when it refers to 
promotional consideration such as 
"Guarantee: Your money will be re¬ 
funded without question if you are lu any 
way dissatisfied with this product." 

"Refreshing sleep" is misleading and 
ambiguous since In the opinion of the 
Panel, "refreshing" is extremely difficult 
to define. 

The Panel concludes that approval of 
an active ingredient or combination of 
active ingredients for a particular indi¬ 
cation should not be interpreted as 
unique to the active ingredient or to the 
combination. Labeling, package Insert, 
or advertising shall not refer to such ap¬ 
proval either directly or by inference as 
a unique or an exclusive endorsement of 
such an ingredient or combination of in¬ 
gredients. 

The Panel is aware that the Food and 
Drug Administration does not regulate 
the advertising of OTC drug products. 
However, the Panel recommends that ad¬ 
vertising in any medium for these drugs 
that In any way uses the labeling, pack¬ 
age. or container not be inconsistent, 
even in subtle implication through mood, 
focus or innuendo, with the labeling 
claims in the proposed monographs. It 
foliows that labeling and advertisements 
should, therefore, be closely monitored 
by the proper authority to see that ad¬ 
vertisements do not go beyond the limi¬ 
tations of the monograph and/or negate 
the restrictions and warnings recom¬ 
mended by the Panel. 

C. CATEGORIZATION OF DATA 

L Conditions under which nighttime 
sleep-aids are generally recognized as 
safe and effective and are not mis¬ 
branded. 

Active Ingredients 

The Panel concludes that none of the 
submitted active ingredients is generally 
recognized as safe and effective and ore 
not misbranded as nighttime sleep-aids. 

Labeling 

The Panel recommends the fallowing 
general labeling for nighttime sleep-aid 
active ingredients to be generally recog¬ 
nized as safe and effective and not mis¬ 
branded: 

a. Indications. (1) "Helps fall asleep." 

(2) "For relief of occasional sleepless¬ 
ness." 

b. Warnings . (I) "For adults only. Do 
not give to children under 12 years of 
age.” All studies reviewed by the Panel 
deal with adults: and not enough data 
are available on these drugs for chil¬ 


dren. Also, there are insufficient data on 
how children will react, especially In 
light of the fact that many children have 
an opposite reaction to that of adults. 
For example. It is possible that children 
may be more easily stimulated rather 
than sedated with antihistamines used 
as nighttime sleep-aids (Ref. 1). 

(2) "Do not take this product If preg¬ 
nant or if nursing a baby." The reason 
for this warning is that the Panel feels 
there have not been enough studies 
regarding teratogenicity of these drugs. 
The use of any drug in pregnancy or dur¬ 
ing lactation should therefore be care¬ 
fully assessed. Also, with respect to nurs¬ 
ing mothers* it should be noted that 
many nighttime sleep-aid drugs, for ex¬ 
ample, antihistamines, possess anti¬ 
cholinergic properties which may ini libit 
lactation. 

(3) “Do not take this product if you 
are presently taking a prescription or 
other OTC drug, without consulting your 
physician or pliarraaclsl." The Panel 
believes that self-medication under such 
circumstances may lead to a drug inter¬ 
action or overdose situation. For ex¬ 
ample. if an individual cannot sleep be¬ 
cause o I a cold or allergy he may unwit¬ 
tingly use an OTC antihistamine night¬ 
time sleep-aid and at the same time use 
an antihistamine cold or anti-allergy 
preparation. This may result in excessive 
sedation or confusion. 

(4) "If condition persists continuously 
for more than 2 weeks, consult your 
physician. Insomnia may be a symptom 
of serious underlying medical Illness." 
The Panel is concerned that Individuals 
may tend to overuse psychotropic drugs 
instead of seeking proper medical treat¬ 
ment of underlying emotional disturb¬ 
ances. The Panel considers that OTC 
nighttime sleep-aids are only for short¬ 
term occasional sleeplessness experi¬ 
enced by some "normal” individuals and 
that use of an OTC nighttime sleep-aid 
continuously for more than 2 weeks may 
be indicative of a more serious condlt 

(5) "Take this product with caution if 
alcohol is being consumed." The Panel is 
aware that there may be additive effects 
if alcohol Is taken In addition to other 
central nervous system depressants, such 
as OTC nighttime sleep-aids and pre¬ 
scription hypnotics, sedatives and tran¬ 
quilizers. These additive effects include 
excessive sedation, confusion and. in ex¬ 
treme circumstances, may result in coma 
and even death. 

(6) For products containing an anti¬ 
histamine: "Caution: This product con¬ 
tains an antihistamine drug." 

RmiDicis 

(1) Sharpies*. 5. K.. “Hypnotics and Seda¬ 
tives/* in The Pharmacological Hamit of 
Therapeutic*/' 4th Ed.. Edited by Goodman. 
L. 8.. and A. Oilman. The MacMillan Co, 
New Yoric. p. 132.1370. 

2. Conditions under which nighttime 
sleep-aids are not generally recognized as 
safe and effective or are misbranded . The 
use of nighttime sleep-aids under the 
following conditions is unsupported by 
scientific data, and in many instances by 
sound theoretical reasoning. After care¬ 
fully reviewing an data submitted, the 
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Panel concludes that the following In¬ 
gredients, labeling, and combination 
drugs involved should be removed from 
the market: 

Active Ingredients 

Bromides: Ammonium bromide, Potassium 
bromide, and Sodium bromide. 

Scopolamine Compounds: Scopolamine aml- 
noxlde hydrobromide, and Scopolamine hjr- 
drobromlde. 

Miscellaneous Compounds: Acetaminophen. 
Aspirin. Passion flower extract, Sal Icy 1- 
amide. and Thiamine hydrochloride, 
a. Bromides (ammonium, potassium » 
sodium ). The Panel concludes that am¬ 
monium bromide, potassium bromide and 
sodium bromide are not safe in therapeu¬ 
tic dosage levels as OTC nighttime sleep- 
aids because of toxicity and possible tera¬ 
togenic effects. The Panel further con¬ 
cludes that at the dosage levels presently 
marketed these ingredients are not ef¬ 
fective as nighttime sleep-aids. Am¬ 
monium. potassium and sodium bromides 
ore similar in their pharmacological ac¬ 
tion and will be discussed as a group. 

Bromine was discovered by Balard in 
1826 and introduced into medicine in the 
salt form for the treatment of epilepsy 
in 1843 by Lay cock. Its application as a 
hypnotic by Behrend dates back to 1864 
(Ref. 1>. The toxicity of bromides was 
noted in the 19th century. Wuth in 1927 
reemphasized the toxicity of bromides 
which had been ignored for almost 100 
years (Ref. 2). The barbiturates replaced 
bromides in the treatment of epilepsy, 
and bromides came to be used mainly as 
hypnotics and sedatives in the early 20th 
century. 

By the late 1920‘s, bromides were widely 
prescribed and sold OTC as sedatives and 
hypnotics. Modern case reports about 
bromide toxicity recall their widespread 
use and importance before barbiturates 
and the so-called “minor tranquilizers*' 
such as meprobamate replaced them to a 
very large extent in the 1950*s (Ref. 3). 
With the availability of more prescrip¬ 
tion drugs, the use of bromides shifted 
primarily to OTC use. although cases 
of poisoning still result from prescribed 
drugs. The OTC preparations have be¬ 
come the largest source of bromide use 
today in medicine. They are seldom rec¬ 
ommended by physicians although toxic 
effects have resulted from prescriptions 
containing bromides (Ref. 4) within the 
past 10 years. 

Bromide, the negatively charged ionic 
form of bromine, is the drug we are con¬ 
cerned with in this review. Its close 
chemical relation to the chloride ion 
should be noted. Both chlorine and bro¬ 
mine are chemical elements included in 
a group known as the halogens. Special 
analytical methods are needed to detect 
bromide ton in the presence of chloride 
ion in biological fluids (Refs. 5 through 
11). Bromides arc ordinarily given by 
mouth and are efficiently absorbed. At 
high doses, subjects complain about gas¬ 
trointestinal irritation, even when the 
drugs are given after meals, and some 
physicians in the past recommended that 
tho bromides be given daily In three 
divided doses (Ref. 12). Divided doses 
cut down the intensity of gastrointestinal 


irritation, but serve no other purpose. A 
dally dose, if it could be tolerated without 
gastrointestinal irritation, would main¬ 
tain therapeutic levels of bromide in the 
body. Absorption of a single oral dose is 
complete in 2 to 3 hours according to a 
study with radioactive bromide (*Br) 
(Ref. 13). Peak plasma levels are reached 
about 30 to 45 minutes after a single oral 
dose (Ref. 14). 

Distribution of bromide is the same as 
distribution of chloride, except for cer¬ 
tain relatively minor differences. Like 
chloride, bromide distributes through the 
extracellular space, which is approxi¬ 
mately 21 percent of total body weight. 
For a 150 lb. (70 kg.) man, the chloride or 
bromide etracellular space is 14.9 liters 
or approximately 15 liters. This space 
includes interstitial fluid and blood 
plasma. Large amounts of bromide ap¬ 
pear in the salivary glands and also in 
gastric Juice, where hydrogen bromide is 
formed. Bromide secretion by the gas¬ 
tric mucosa is analogous to that of chlo¬ 
ride (Ref. 15). Formation of hydrogen 
bromide contributes to the gastric dis¬ 
comfort experienced by chronic users of 
bromides. Like chloride, bromide enters 
the red blood cells in appreciable 
amounts. Monovalent inorganic anions 
like chloride or bromide arc not bound 
to any considerable extent to plasma pro¬ 
tein, so that plasma determinations of 
these two ions refer to free halogen. 

The total halogen concentration in the 
extracellular space, as measured in the 
plasma, is predominately chloride, and is 
normally about 99 to 105 mlillequlvalents 
per liter (mEq/i). In cases of poisoning 
by bromide, the chloride concentration 
may appear to go up, and this may be a 
clue to bromide poisoning. Usually bro¬ 
mide simply replaces port of the chloride, 
and standard laboratory tests report both 
ions as chloride. 

Bromide does not penetrate cells in the 
brain to a greater extent than chloride, 
nor has there been found any quali¬ 
tatively different distribution in brain 
tissue. It is assumed that bromide acts 
directly on the central nervous system 
(CNS), but not much information is 
available about the mechanism of its ac¬ 
tion, This is due. in large part, to the 
fact that bromides have been less widely 
used in the modern era in which more 
sophisticated ways of monitoring central 
nervous system function were introduced. 

At least 80 percent of the elimination 
of bromide proceeds via the kidney. Both 
chloride and bromide ions are cleared 
from the kidney by simple filtration, and 
then each is partially reabsorbed by the 
tubules of the kidney. The renal clear¬ 
ance of bromide is slightly less than that 
for chloride because the bromide ion is 
reabsorbed from the renal tubules some¬ 
what more efficiently than chloride (Ref. 
16). If chloride intake is kept constant 
and enough bromide is given, it is possi¬ 
ble to reach high steady state levels of 
bromide. If bromide intake is maintained 
constant and chloride Intake is reduced, 
there will be a more rapid increase in 
the body concentration of bromide. The 
half-time for elimination of bromide 
from the body is about 12 days, on the 


average, for persons with normal kidney 
function (Ref. 13), assuming that sodi¬ 
um chloride intake remains constant. 

The maintenance dose of bromide, 
about 0.9 gm per day. if taken from the 
start of dosing, would produce no ill ef¬ 
fects, because almost 6 weeks would 
elapse before effective concentrations 
would be attained in the body fluids. 
This rate of accumulation is much too 
slow, since no one taking the drug on 
his own volition would wait that long 
for symptomatic relief; thus, large doses 
have to be taken initially to produce an 
effect rapidly. If dosage continues at the 
same high initial rate, cumulative poi¬ 
soning would soon occur. At a moderate 
dose of 1 gm 3 times a day, the minimal 
effective blood concentration of 50 mg/ 
100 ml is only attained after a veek. 
After 3 weeks of continuous administra¬ 
tion at the same rate, the blood level rises 
to 110 mg/100 ml, a blood concentration 
likely to produce toxic effects such as 
rashes, mental disturbances consisting of 
impaired thought and memory, dizziness 
and irritability (Ref. 17). 

The body content of bromide may in¬ 
crease to a toxic level if the dosage is 
greater than the required maintenance 
dose and/or the renal elimination is be¬ 
low the expected level. At a steady rate, 
where intake equals output, the blood 
level will be just below the toxic range. 
If the rate of elimination were reduced, 
not unusual in older persons, the new 
steady state blood level of bromide w ould 
be a toxic concentration. 

The blood scrum concentration asso¬ 
ciated with toxicity is asually reported 
as 150 mg bromide per 100 ml or above 
But cases of toxicity have occurred with 
serum levels of 50 mg/100 ml, and some 
patients have tolerated blood levels high¬ 
er than 150 mg (Ref. 18). 

To use these drugs chronically with¬ 
out monitoring the patient's chloride bal¬ 
ance and blood scrum bromide is. in the 
Panel’s view’, not safe medical practice 
since small changes in chloride intake 
or small changes in kidney function can 
lead to severe poisoning. 

In 1927, Wuth stated. “Taking into 
account the interaction of bromides and 
chlorides, it is evident that if these indi¬ 
vidual variations of chloride Intake are 
not considered it is merely a matter of 
luck whether bromide treatment is suc¬ 
cessful or not. or whether it does or does 
not lead to intoxication" (Ref. 2). 

Depression of the central nervous sys¬ 
tem occurs with therapeutic amounts 
of bromides. With low doses and indi¬ 
vidual becomes dro^y. Larges doses pro¬ 
duce impairment of central function, 
causing difficult speech, difficulty in 
thinking, and impaired memory. 

There has been considerable argument 
about the effects of bromides on motor 
performance, but very little research has 
been done. In a "semiblind" study by 
Uhr and collaborators (Ref. 19), several 
tests of motor coordination, including 
simulated automobile driving, tests of 
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memory, and behavioral profiles were 
studied comparing a placebo, meproba¬ 
mate and bromide. One group was not 
told what they were ingesting and the 
other group receiving different amounts 
of bromide were told that they were all 
ingesting the same amount. This is a 
bizarre design. In the doses used, 5.8 gm 
of bromide per day, there were no major 
deficits In performance produced by the 
bromides. 

Jellinok and his associates (Hef. 18) 
inquired about the effects of bromides 
on human subjects as one increased the 
blood levels from sedative to mildly toxic 
ranges. The study was designed so that 
bromide levels of about 100 to 200 mg/ 
100 ml of serum would be achieved and 
monitored in normal and psychotic sub¬ 
jects. Physical and psychological exami¬ 
nations were carried out during the 
course of the study. By giving dally doses 
of 50 mg of sodium bromide per kg body 
weight to all subjects. 78 normal subjects 
attained a mean serum bromide level of 
148 mg/100 ml (range 120 to 200). How¬ 
ever, a mean of 134 mg (range 98 to 186) 
was attained in 20 psychotic subjects. 

In the normal subjects only sedative 
effects were noted. “Sounder and in¬ 
creased sleep’* and some lass of concen¬ 
tration were noted. Skin rashes were seen 
in 2 of the 78 subjects. Some moderate 
tremors of the tongue, slightly increased 
patellar reflexes, and subjective feelings 
of “unsteadiness** were noted. Psycho¬ 
logical tests that 44 percent (6 subjects) 
had reduced ability to concentrate. Six¬ 
teen subjects volunteered the informa¬ 
tion that they had developed a sexual 
indifference. Of the 20 psychotic patients 
with blood levels comparable to those 
for normal subjects. 2 showed sluggish or 
fixed pupillary reactions to light. Except 
for these there was "generally a picture 
of sedation and even of some therapeutic 
effect" 

In the same study (Ref. 18), in a sec¬ 
ond group of 28 psychotic patients, doses 
of 75 to 100 mg/kg body weight of sodium 
bromide were given daily. A mean blood 
serum level of bromide of 228 mg/100 ml 
was obtained (range 175 mg to 310 mg). 
Sixteen subjects were dropped from the 
study after the fifth week because of 
various toxic signs. These signs included 
positive Romberg test (6 subjects), bro- 
moderma (2 or possibly 3>. unsteadiness 
and/or dizziness in 4, sleepiness or simi¬ 
lar symptoms In 8, and a few miscellane¬ 
ous toxlclties. "An exacerbation of psy¬ 
chotic symptoms was not prominent" in 
this whole group of 28 subjects. 

The Panel notes that the conclusion 
reached by the authors is that bromide 
therapy does not uncover psychotic be¬ 
havior. but that psychotic patients gen¬ 
erally show the same kinds of symptoms 
reported for normal subjects who are In¬ 
toxicated. It is suggested by the authors 
that at blood levels below 200 mg bro¬ 
mide/100 ml of serum an additional fac¬ 
tor is at work in cases wliore "bromism" 


or "bromide psychosis" have been re¬ 
ported. 

Various types of skin rashes are seen 
in cases of bromide toxicity. The diagno¬ 
sis is often missed because the possibility 
of bromide ingestion is not considered by 
the physician (Refs. 20 and 21). Because 
these reactions occur in only 1 to 10 per¬ 
cent of subjects taking bromides, it Is 
likely that they represent an allergic re¬ 
action to the drug. 

A single oral dose of bromide is not ef¬ 
fective, because it takes a few days to 
achieve a therapeutic concentration in 
the extracellular fluid. This means that 
the sedative activity will be persistent 
and not transitory, as Is Intended when 
a hypnotic (sleep inducer) is used to in¬ 
duce sleep. Because bromides cannot In¬ 
duce sleep promptly after a single dose 
and must be used for several days and 
because these ingredients then have a 
continued pharmacological action, the 
Panel believes bromides should not be in¬ 
dicated as OTC sleep-aids. Bleep is not 
induced, says Sollman (Ref. 1), but is 
made possible by the calming action: 

.the bromides tend to produce a 

mental, calm, aloofness progressing to 
lassitude. These predispose to sleep 
which can be resisted." 

The Panel notes that contraindica¬ 
tions to bromide therapy have been listed 
repeatedly (Ref. 22). These Include: (1) 
Anorexia: Vomiting and diarrhea In¬ 
duced by taking of bromides can easily 
deplete the body's chloride content, thus 
making chronic bromide intoxication 
more easily produced. (2) Alcoholism: 
Bromides enhance and prolong symp¬ 
toms of hangover and intoxication, (3) 
Congestive heart failure: Usually pa¬ 
tients with cardiac failure are on a re¬ 
stricted salt diet, so that intoxication 
with bromides will occur more readily 
than in normal subjects, and (4) Kidney 
disease: Excretion of bromides is likely 
to be reduced more than In the normal 
individual and toxicity is to be antici¬ 
pated. 

Depression of the entire central nerv¬ 
ous system is the usual pharmacological 
effect, except that the medulla is not 
depressed until very high drug concen¬ 
trations are achieved. Psychic functions 
are depressed and spinal reflexes are 
diminished. Muscle tone is lowered. 
Large doses lessen arterial tension, lower 
body temperature, depress sexual drive, 
and cause somnolence, lose of coordina¬ 
tion and sluggish reflexes. Psychic phe¬ 
nomena may include hallucinations of 
auditory or visual type, depression, or 
maniacal excitation. The neurological 
examination usually, but not always, 
shows a symmetrical distribution of al¬ 
tered function. This is useful in dis¬ 
tinguishing between a central lesion and 
intoxication. 

There has been discussion in the liter¬ 
ature about the distinction between true 
schizophrenia and the apparent schizo¬ 
phrenia exhibited by some patients with 
bromide intoxication. Clearing up of the 
symptoms and their nonrecurrence as 
the intoxication disappears is a useful 
index. Borne authors, for example, Levin 
(Ref. 23), claim that they can distin¬ 


guish the two type* of patient by the 
content of their hallucinations. 

Neurological symptoms are commonly 
observed in case* of poisoning*. Weak¬ 
ness was most common in one study of 27 
case* (Ref. 24). It can involve a single 
extremity and thus mimic a central 
nervous system tumor or cerebrovascular 
accident. Sleepiness and stupor were also 
common. The state of consciousness was 
depressed in 14 of the patients, varying 
from drowsiness to coma. Thirteen pa¬ 
tient* were incontinent. Twenty had ab¬ 
normal reflexes. Ataxia with the appear¬ 
ance of intoxication was the most com¬ 
mon cerebellar sign: coarse tremor of the 
hands or tongue was seen in seven pa¬ 
tients, Slurred speech was also common. 
Psychic manifestations Included extreme 
excitement (12 cases), emotional Insta¬ 
bility. confusion, disorientation, and in¬ 
coopera tiveness. In 12 cases, the average 
bromide concentration was 239 mg/100 
ml of blood serum. Most of these patients 
had bronchopneumonia and/or urinary 
tract infection. The two deaths were due 
to pneumonia, a frequent cause of death 
in comatose patients. 

"Ocular bobbing" Is an intermittent 
conjugate downward deviation of the 
eyes in the absence of any reflex lateral 
eye movements. It Is ordinarily caused by 
destruction of part of the brain. The sign 
is also seen in cases of bromlsm where 
there is a lateral deviation of the eyes as 
well os the downward movement (Ref. 
25). 

Animal studies have pointed to the 
possibility that bromides may be terato¬ 
genic (cause abnormalities of the devel¬ 
oping fetus) (Ref. 26). In studies carried 
out on animals with chronic bromide in¬ 
take such that the concentration In the 
body was about as great os in human 
subjects on therapeutic doses, there ap¬ 
peared to be mental retardation os evi¬ 
denced by reduced learning ability in off¬ 
spring (Ref. 27). In this cose, the bro¬ 
mide was given to pregnant rats from the 
4th to 12th day of gestation at a total 
dosage of 192 mg of bromide per kg 

A woman who had previously had two 
normal children delivered two boys, 1.5 
years apart, while taking bromides. Both 
boys showed growth retardation and re¬ 
duced head site. One was described as a 
"true microcephaiic" (Ref. 28). 

It is clear that bromides cross the pla¬ 
centa readily. Cases of bromide intoxica¬ 
tion have occurred in newborns. A girl 
born after 40 weeks of gestation weighed 
only 2.020 gm (4,45 lb). was irritable and 
difficult to feed in the posnfttal period 
and developed slowly. At age 2.5 years, 
she showed retarded mental and motor 
development and was below the 10th 
percentile in height, weight, and skull 
circumference. The mother had taken 
large amounts of a bromide-containing 
preparation ail through gestation to re¬ 
lievo headaches (Ref. 29). 

A 7-day-old girl entered a children’s 
hospital with lethargy and poor sucking 
reflex and a blood serum bromide level of 
365 mg/100 ml. The mother, a nurse, took 
l quart of an OTC bromide preparation 
the day before delivery and had appar- 
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cnUy taken lesser amounts during her 
39-week pregnancy. On the 6th post par- 
tum day, the mother was found to have 
a serum bromide of 320 mg/100 ml. Both 
mother and infant recovered In this case, 
even though the blood levels were quite 
high (Ref. 30). A case of bromism with 
skin rash present was detected in a pre¬ 
mature male infant. Ten days after de¬ 
livery, skin lesions began to appear and 
penicillin treatment was started. The 
penicillin did not affect the rash, and it 
was suggested that the mother's milk be 
tested for bromide. The milk contained 
120 mg bromide per 100 ml. The child was 
cured by substituting cow’s milk (Ref. 
26 >. 

There are numerous case reports of 
bromide poisoning in infants (Ref. 31), 

In summary, the Panel concludes that 
because the mode of action of the bro¬ 
mides Involves displacement of chloride, 
a normal body constituent, and because 
this displacement takes many days to 
occur after ingestion of many of the 
“recommended" doses, the bromides can¬ 
not be considered for the use of occa¬ 
sional symptoms of sleeplessness. The 
mode of action involves a disturbance in 
the body's salt balance which requires 
the therapeutic level of the drug to be 
very close to the toxic level. In addition, 
bromides readily cross the placental bar¬ 
rier which might result in teratogenic 
effects such as mental retardation of the 
offspring. Since bromides offer only a 
narrow margin of safety resulting in a 
small or negligible beneflt-to-rtsk ratio, 
the Panel does not believe that further 
testing is warranted. 

Further, while it is possible to treat 
epilepsy with bromides (although more 
convenient drugs now exist for this pur¬ 
pose), blood levels must be constantly 
monitored and dosage must be individ¬ 
ualized. Since monitoring of this type is 
not feasible or reasonable for an OTC 
drug and since this is an Indication which 
cannot be labeled for use by a lay person 
without the advice and supervision of a 
physician, the Panel concludes that there 
Is no indication for which bromides 
should be available on the OTC market. 
The risks involved In the uncontrolled 
use of bromides as nighttime sleep-aids 
are too great to permit general availabil¬ 
ity in the OTC market (Refs. 32 through 
37). Because of the inherent safety 
issues, no further testing for safety and 
effectiveness is advised. 
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b. Scopolamine compounds . The Panel 
concludes that scopolamine, scopolamine 
hydromide, and scopolamine aminoxide 
hydromlde are not safe at dosage levels 
which might possibly be effective as OTC 
nighttime sleep-aids. Although there are 
insufficient data available for OTC night¬ 
time sleep-aid products concerning the 
effectiveness of scopolamine alone in pro¬ 
ducing sleep, the Panel believes, on the 
basis of the reported toxicity associated 
with these compounds, that doses high 
enough to be possibly effective as OTC 
nighttime sleep-aids are not safe. In the 
dosages currently used It is considered in¬ 
effective in tli© Panel’s view as an OTC 
nighttime sleep-aid. 

Scopolamine (L-hyoseine) occurs na¬ 
turally as an alkaloid of belladonna. It is 
chemically and pharmacologically similar 
to atropine. Scopolamine in clinical doses 
(0.5 to 1.0 mg. orally or parenteraliy) 
normally causes drowsiness, euphoria, 
amnesia, fatigue, and dreamless sleep 
(Ref. 1). Meyers and Abreu (Ref. 2) sug¬ 
gest that differences in the therapeutic 
potencies of atropine and scopolamine 
may produce dissimilar effects in the 
brain. 

Selected doses of either drug produce 
sedation in animals. Large doses of sco¬ 
polamine (1.0 to 1.5 mg kg) produce per¬ 
sistent excitement and larger doses pro¬ 
duce transient excitement followed by 
deep sedation (Ref. 2). The sedative ef¬ 
fects of scopolamine in man appear with 
doses of 0.3 to 0.6 mg whereas 2.0 mg or 
more of atropine are required to produce 
sedation, amnesia, and drowsiness (Ref. 
3). 

The belladonna alkaloids are absorbed, 
rapidly from the gastrointestinal tract, 
more so from the intestine than the 
stomach (Ref. 4). They also enter the 
circulation when applied locally to the 
mucosal surfaces of the body. Only 
limited absorption occurs from the eye 
and the Intact skin, but in the lung atro- 
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pine can be absorbed sufficiently from 
Inhaled smoke to produce extra pulmo¬ 
nary effects such as blockade of peripheral 
symptoms due to cholinergic stimula¬ 
tion (Ref. 5). 

Only about 1 percent of an oral dose 
of scopolamine is eliminated in the 
urine. Much of the alkaloid is thought 
to be destroyed by enzymatic hydrolysis, 
particularly in the liver. 

Tolerance to scopolamine apparently 
occurs, although experimental evidence 
for It is sparse. Studies in mice suggest 
that tolerance occurs when scopolamine 
is given chronically to antagonize pilo¬ 
carpine-induced hypothermia (Ref. 6). 
Tolerance did develop to scopolamine’s 
effects in a behavioral situation in which 
chronic doses were injected Into rats 
(Ref. 7). However, other workers have 
found no tolerance to scopolamine In 
mice when the drug was given chronically 
and then withdrawn to test the effects 
of pilocarpine (Ref. 8). 

Studies in humans strongly suggest 
that chronic scopolamine administration 
(10 mg,/kg Intramuscularly) produces 
tolerance to the central nervous system 
as well as some involuntary (autonomic) 
effect* (Ref. 9). Tolerance is noticed 
particularly in patients with parkinson¬ 
ism, who may eventually receive dally 
doses of scopolamine that would result 
in toxic levels, if given to patients re¬ 
ceiving the drug for the first time (Ref. 
10 ). 

Habituation and true addiction prob¬ 
ably do not occur, although the litera¬ 
ture on this aspect of scopolamine’s ac¬ 
tions is also sparse. In patients with par¬ 
kinsonism who are suddenly withdrawn 
from large therapeutic doses, vomiting, 
malaise, sweating, and salivation have 
been known to occur (Ref. 1). 

The side effects with therapeutic doses 
are mainly of importance because of 
their subjective unpleasantness to the 
patient and Include the following: (1) 
dryness of the mouth, (2) blurred vision, 
(3) photophobia (abnormal visual In¬ 
tolerance of light), and (4> cardiac ef¬ 
fects (tachycardia, bradycardia, ar¬ 
rhythmias, and palpitations). These 
are the most common side effects, and 
can rarely be completely avoided with 
the doses required to obtain significant 
therapeutic benefit (Ref. 11). Tolerance 
to the side effects, as with the therapeu¬ 
tic doses, apparently occurs. 

Other side effects which sometimes 
occur Include the following: (1) acute 
glaucoma, (Increased intraocular pres¬ 
sure). <2» constipation, which can pro¬ 
gress into complete obstruction of the 
bowel. <3) urinary retention, when en¬ 
largement of the prostate Is present, (4) 
anhidrosis (lack of sweating), which 
may produce heat intolerance and in 
some cases can seriously impair body 
temperature regulation in individuals In 
a hot environment (children are espe¬ 
cially sensitive to this effect). (5) hy¬ 
persensitivity reactions, particularly skin 
rashes, and occasional edema (swelling) 

parts of the mouth and throat, (6) 
ataxia, manifested by stumbling or dif¬ 
ficulty in walking, may be seen with 
therapeutic doses in susceptible Individ¬ 


uals: and (7) toxic psychoses (hallucina¬ 
tions. agitated delirium, belligerence, 
violence> may occur, particularly when 
scopolamine is combined with bromides 
or methapyrilcne. and taken in high 
doses «Refs. 12 and 13). In a report in¬ 
volving scopolamine given as a premedi¬ 
cation before surgery. 20 percent of the 
patients given 0.2 to 0.6 mg intravenously 
became delirious postoperatively (Ref. 
14). 

It has been reported that the sedation, 
tranqullizalion, and amnesia produced 
by scopolamine ore useful In many cir¬ 
cumstances, including labor, delirium 
tremens, toxic psychoses, and maniacal 
states (Ref. 1). In these conditions, the 
drug is almost always combined with 
agents which produce analgesia and 
sedation. However, given alone In the 
presence of pain or severe anxiety, sco¬ 
polamine may Induce outbursts of un¬ 
controlled behavior. 

As indicated earlier, therapeutic doses 
of scopolamine normally cause drowsi¬ 
ness, euphoria, amnesia, fatigue, and 
dreamless sleep. The same doses, how¬ 
ever. occasionally cause excitement, rest¬ 
lessness. hallucinations, or delirium in¬ 
stead (Ref. 1). These atypical reactions 
may be Idiosyncratic (unusual. Infre¬ 
quent. genetically caused reactions). 
They resemble the central effects of 
toxic doses of atropine, and occur regu¬ 
larly after large doses of scopolamine. 

Infants, young children, and old people 
are especially susceptible to the effects 
of an overdose of scopolamine. The 
symptoms of poisoning develop soon af¬ 
ter ingestion of the drug. The mouth be¬ 
comes dry and bums; swallowing and 
talking are difficult, and there is marked 
thirst. The vision is blurred, and photo¬ 
phobia (sensitivity to light) occurs. The 
skin is hot, dry. and (lushed. A rash may 
appear especially over the face, neck, 
and upper part of the trunk. The body 
temperature rises and may reach 109* P 
or higher in Infants. The pulse Is weak 
and very rapid, but in Infants and old 
people the increased heart rate may not 
occur. Palpitations are prominent, and 
the blood pressure Is elevated. Urinary 
urgency and difficulty In urination are 
sometimes noted. 

The patient is restless, excited, con¬ 
fused. and exhibits weakness, giddiness, 
and muscular incoordination. Walking 
and talking are disturbed. Nausea and 
vomiting sometimes occur. The behav¬ 
ioral and mental symptoms may suggest 
an acute organic psychosis. Memory is 
disturbed, orientation is faulty, halluci¬ 
nations are common, and mania and de¬ 
lirium often occur. In some cases of sco¬ 
polamine poisoning, a mistaken diag¬ 
nosis of acute schizophrenia or alcoholic 
delirium has been made, with the indi¬ 
viduals being committed to a psychiatric 
institution for observation and treat¬ 
ment (Ref. 13). The entire syndrome 
often lasts 48 hours or longer. Depression 
and circulatory collapse occur only in 
cases of severe Intoxication: the blood 
pressure declines, respirations become 
Inadequate, and finally respiratory fail¬ 
ure occurs after a period of paralysis 
and coma. 


Fatalities from scopolamine are rare, 
but sometimes occur in belladonna poi¬ 
soning In children. In these cases, the 
cause of death is apparently uncontrolled 
fever. Of all the potent alkaloids, atro¬ 
pine is usually stated to be more toxic 
than scopolamine, tut the evidence for 
this Is Inconclusive; persons have sur¬ 
vived doses of 500 mg of scop&imine. (In 
the case of atropine, doses of 1,000 mg 
have been survived.) The best antidote 
for scopolamine is physostigmlne (Ref. 
15), 2 to 3 mg subcutaneously every 2 
hours as needed. 

As with any depressant drug, the ac¬ 
tions of scopolamine can be expected to 
enhance the effects of or be enhanced 
by other depressants such as alcohol 
(Ref. 16), barbiturates, narcotics, or 
tranquilizers. The drug has also been 
shown to produce an acute psychotic 
reaction when combined with marijuana 
(Ref. 17). 

The following study plus many other 
studies suggest a "depressant" effect of 
scopolamine in animals which could be 
extrapolated to a depressant, or seda¬ 
tive, effect in humans. The dosages used 
cannot accurately be compared to those 
used in humans, but they do demon¬ 
strate that all of scopolamine's effects 
in animals are in the range of 0.01 to 
10 0 mg/kg when given by injection. 

Longo (Ref. 18) studied the effects of 
atropine and scopolamine on the en¬ 
cephalogram of the rabbit The two al¬ 
kaloids produced a sleep pattern (slow 
synchronous activity) while blocking the 
"awakening reaction." Scopolamine was 
10 to 15 times more active than atropine 
in this regard. The generally classified 
KEG synchronization Is "dissociated" 
from the behavioral effects of the drug 
In that the animal is apparently alert 
during the time that the EEG indicates a 
sleep pattern. This is known to be a 
characteristic of antimuscarinic central 
action. 

The bulk of the literature on scopol¬ 
amine's effects in man concerns its ac¬ 
tions as an anti motion sickness and 
antlparkinsonlsm drug. This literature 
really tells us nothing more than the 
fact that scopolamine somehow depresses 
those areas of the brain involved In mo¬ 
tion sickness (e.g.. the cerebellum, semi¬ 
circular canals and associated structure*. 
and/or the medually emetic centers) and 
parkinsonism (basal ganglia and extra 
pyramidal system), and that the doses 
used arc similar to those which appear 
to be effective in producing drowsiness. 

The number of papers which document 
the sleep-inducing effect* of scopolamine 
is surprisingly small, and many or these 
are reviews which assume the sedative 
effect of scopolamine, or simply refer 
again and again to the few papers 
available. 

Very early reports in the European 
literature document the use of scopol¬ 
amine hydrobromide in producing am¬ 
nesia during labor when given in doses 
of Moo gr (0.8 mg) intravenously. This 
preceded its use in combination with 
morphine to produce "twilight sleep" as 
a form of obstetrical analgesia with am¬ 
nesia Orkin et al. (Ref. 19) have studied 
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atropine and scopolamine a s preanes¬ 
thetic medications and have found that 
smaller quantities of thiopental and 
meperidine are required to produce un¬ 
consciousness when scopolamine (0.4 to 
0.6 mg Intravenously) Is given as a pre¬ 
anesthetic medication. One of their con¬ 
clusions was that “scopolamine In 0.4 to 
0.6 mg doses (Intravenously) Is almost as 
hypnotic as 100 mg of meperidine." 

Tesoriere (Ref. 20) has also confirmed 
the “depression of the cortex" and am¬ 
nesic effects In patients being prepared 
for surgery. The "common dose" of 0.32 
to 0.43 mg (intravenously) can severely 
depress the older patient and must be 
used with caution. 

Ostfeld and Aruguete (Ref. 21), in an 
often-cited study, reported that 0.8 mg 
of scopolamine injected subcutaneously 
can Impair performance on behavioral 
tests involving the ability to focus atten¬ 
tion, to recall objects and words, and to 
maintain an attentive set. They also 
noted that whereas the administration 
of atropine was accompanied by a rise 
in pulse rate, scopolamine administra¬ 
tion was followed by a decrease in such 
rate. Finally, the subcutaneously admin¬ 
istered scopolamine appeared to Induce 
sleep, hallucinations, and mental dis¬ 
orientation more frequently than 10 mg 
of atropine administered orally. 

Eger (Ref. 4), in a very complete re¬ 
view. reaffirmed the central nervous sys¬ 
tem effects of scopolamine, and noted 
that scopolamine is some 5 to 15 times 
more potent In producing drowsiness 
than atropine. 

Environmental conditions and subjec¬ 
tive attitudes greatly iniluence the re¬ 
sponse to scopolamine.*Although these 
factors have not been extensively studied, 
a few examples are available (Ref. 22): 
The pain of labor can cause the response 
to amnesic doses of scopolamine to 
change to a state of delirious excitement 
and restlessness, often to such a degree 
that restraints are necessary: <2> the 
loss of a night's sleep can markedly in¬ 
crease the psychotomimetic effects of 
scopolamine: and (3) In high ambient 
temperatures, the central effects of sco¬ 
polamine arc signifiicantly accentuated. 
The mechanism for this last effect Is 
unclear. 

The Panel concludes from the avail¬ 
able literature that scopolamine defi¬ 
nitely has central depressant effects in 
animals, and that it produces drowsiness 
and sleep in humans, in appropriate dos¬ 
ages. However, there is a serious lack of 
sufficient data on the central effects of 
scopolamine over a wide range of doses 
in man. 

(1) Scopolamine hydrobromidc . There 
arc products presently on the OTC mar¬ 
ket promoted for sleep which contain 
0.25 mg of scopolamine hydrobromide 
per unit dose, as part of a combination 
of ingredients. The Panel concludes that 
this Ingredient is not effective as a night¬ 
time sleep-aid in doses presently mar¬ 
keted, and that at higher, possibly more 
effective doses it would not be safe. 

Although scopolamine hydrobromide 
has central depressant effects in animals, 
the evidence for Its hypnotic effect in 


humans is mainly anecdotal on the basis 
of the drug's early use in parkinsonism 
and motion sickness. One source, also 
anecdotal, states that an oral dose of 0.3 
mg has “little soporific effect" (Ref. 23). 
However, the Panel has been unable to 
locate any clinical studies of the effects 
of scopolamine hydrobromide alone on 
sleep onset or duration of sleep. 

As mentioned earlier, the Panel has 
found evidence (Ref. 11) which sug¬ 
gests an alarming frequency of side ef¬ 
fects When scopolamine is given in doses 
necessary for a central depressant effect 
(0.6 mg and above). Side effects which 
can be seen with scopolamine hydro¬ 
bromide In doses of 0.6 mg and above, 
orally, are dryness of the mouth, blurred 
vision, photophobia, and cardiac irreg¬ 
ularities. Occasionally, constipation, uri¬ 
nary retention, hypersensitivity reac¬ 
tions, acute glaucoma, excessive restless¬ 
ness and toxic psychosis can be seen. In¬ 
fants. young children, and old people are 
especially susceptible to higher doses of 
the drug (Refs. 3 and 4>. Doses of 2.0 
mg orally in man often produce psycho¬ 
tomimetic effects (Ref. 24). On the basis 
of this toxicity, the Panel concludes that 
doses high enough to be effective as a 
nighttime sleep-aid would not be safe. 

(2) Scopolamine am inoxide hydro- 
bromide. There are products presently on 
the OTC market promoted for sleep 
which contain 0.125 to 0.5 mg of sco¬ 
polamine aminoxide hydrobromide per 
unit dose, as part of a combination of 
ingredients. The Panel concludes that 
this Ingredient is not effective as a night¬ 
time sleep-aid in doses presently mar¬ 
keted, and that at higher, possibly more 
effective doses it would not be safe. 

Wlille the Panel is aware of some ani¬ 
mal studies relating to the safety of sco¬ 
polamine aminoxide hydrobromide, the 
literature on this ingredient is not vo¬ 
luminous and, in fact, the Panel has been 
unable to locate any documented evi¬ 
dence for the safety of this ingredient in 
humans. Even though the Panel is aware 
that scopolamine compounds have been 
marketed for over 50 years and that the 
OTC drug review procedures relating to 
safety <21 CFR 330.10(a)(4)(D) provide 
for consideration of marketing experi¬ 
ence. the Panel finds that such informa¬ 
tion is insufficient to support safe use of 
scopolamine at levels that would be ef¬ 
fective as OTC nighttime sleep-aids. 

The therapeutic value of scopolamine 
aminoxide hydrobromide is due to Us 
metabolism in the body to scopolamine. 
The claimed reduction in toxicity com¬ 
pared to that of scopolamine hydrobro¬ 
mide may be due to the slow* conversion 
of scopolamine aminoxide hydrobromide 
to the parent base, so that a sus¬ 
tained action is seen with few toxic ef¬ 
fects (Ref. 10). Since there are no clin¬ 
ical studies in the literature on the sco¬ 
polamine base substance alone, the usual 
way to discuss scopolamine aminoxide 
hydrobromide has been to compare it 
with scopolabine hydrobromide, for 
which there are experiments reported in 
the literature. Therefore, ail of the pre¬ 
vious discussion on scopolamine hydro- 
bromide (pharmacology, toxicity, side 
effects, etc.), would be applicable here. 


The Panel has been unable to locate 
any reports of controlled clinical studies 
on the effectiveness of scopolamine 
aminoxide hydrobromide alone as a 
nighttime sleep-aid in the recommended 
doses of 0.125 to 0.5 mg. An old (1927) 
French thesis by Lados, cited by Scharf 
(Ref. 10), reported on the effects of 
scopolamine aminoxide hydrobromidc in 
16 cases of postencephalitic parkinson¬ 
ism. Lados claimed that scopolamine 
aminoxide hydrobromide, in earlier ex¬ 
periments with dogs, was 1/200 as toxic 
as scopolamine, and proceeded to use 
doses of 4.0 mg of scopolamine aminoxide 
hydrobromide per day with no toxic 
symptoms in patients with parkinsonism. 
Scharf himself (Ref. 10) used scopola¬ 
mine aminoxide hydrobromide in doses 
of 2.0 mg/day to treat patients with 
parkinsonism, with no toxic effects. On 
the other hand, doses of 2.0 mg 3 times 
a day of scopolamine aminoxide hydro¬ 
bromide do produce a significant number 
of side effects (nightmares, blurred vi¬ 
sion. dry mouth, tinnitus or ringing in 
the ears) when given for seasickness 
(Ref. 25). These authors noted that 2.0 
mg of scopolamine aminoxide hydro¬ 
bromide “produced far more severe re¬ 
actions than had 0.75 mg of scopolamine 
hydrobromide". They stated that In these 
doses the toxicity and duration of action 
of scopolamine aminoxide hydrobromide 
were at least as great as those of scopola¬ 
mine hydrobromide. A more recent paper, 
in which antimotion sickness drugs were 
reviewed (Ref. 26). indicates that sco¬ 
polamine aminoxide hydrobromide 2.0 
mg and scopolamine hydrobromide 0.6 to 
1.0 mg have similar actions, toxicities, 
and durations of action. 

Another old paper (1945) by Co Tul 
and Debruille (Ref. 27) states that co- 
polamine aminoxide hydrobromide Is Yu 
as potent and Ye as toxic as scopolamine 
hydrobromide, and that in equipotent 
doses the effect of scopolnmlne aminoxide 
hydrobromide seems to last only ^ as 
long as that of the nonaminoxlde com¬ 
pound. However, these conclusions were 
drawn on the basis of lethal dose studies 
in mice and abolition of the acetylcholine 
depressor effect on the blood pressure of 
the cat. and are difficult to extrapolate 
to man. Most Importantly, the literature 
regarding the toxicity and effectiveness 
of scopolamine aminoxide hydrobromide 
appears to be too sparse and inconsistent 
to substantiate the routine use of this 
derivative in an OTC product If it is 
assumed from Co Tul and Debruille's 
(Ref. 27) animal studies, for example, 
that scopolamine aminoxide hydrobro¬ 
mide is Yk as toxic and % as effective as 
scopolamine hydrobromide. then in equi¬ 
potent doses scopolamine aminoxide hy- 
drobromide becomes only Yi as toxic as 
scopolamine hydrobromide: therefore, 
the safety is still questionable. Further¬ 
more, clinical studies have not confirmed 
this reduced toxicity of scopolamine 
aminoxide hydrobromide. 

Although these early uncontrolled 
studies in animals suggested that sco¬ 
polamine aminoxide hydobromlde is less 
toxic than other scopolamine salts, most 
newer reports conclude that scopolamine 
aminoxide hydrobromide and scopola- 
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mine hydrobromidc have similar actions, 
toxlciUcs, and durations of action in 
doses of about 2:1, aminoxide hydrobro¬ 
mide to hydrobromide (Ref. 28 >. On the 
basis of the toxicity associated with sco¬ 
polamine aminoxide hydrobromide, the 
Panel concludes that doses high enough 
to be possibly effective as nighttime 
sleep-aids would have toxicity similar to 
that of scopolamine hydrobromidc. and 
that these doses would not be safe. Be¬ 
cause of the Inherent safety issues, the 
Panel concludes that further studies with 
scopolamine would be fruitless. 
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Stimulation,” Journal of Pharmacology and 
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(19) Orktn. L. R . P. 8. Bergman and M. 
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tral Nervous System Effects of Hyooclne In 
Man.” Journal of Pharmacology and Experi¬ 
mental Therapeutics. 137:133-139. 1962. 
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Drugs from 1954-1964 ” Aerospace Medicine . 
36:1-4.1965. 

(27) Co Tul and C. Debruiile, “The Com¬ 
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lamine Hydrobromide and Scopolamine 
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c. Miscellaneous compounds —(1) Acet¬ 
aminophen, aspirin , salicylamide . The 
Panel has been unable to locate any 
evidence that these ingredients are effec¬ 
tive nighttime sleep-aids. The drugs have 
been referred to the Panel on Internal 
Analgesics for an opinion on their anal¬ 
gesic effects. 

(2) Passion flower extract, thiamine 
hydrochloride. The Panel could find no 
valid scientific data to support the use 
of these ingredients as nighttime sleep- 
aids. After a search of the literature, the 
Panel was unable to identify a role for 
either passion flower extract or thiamine 
hydrochloride In the central nervous 
system in inducing sedation. Therefore, 
these Ingredients were classified by the 
Panel as irrational OR) for use in night¬ 
time sleep-aid products. 

Labeling 

The Panel concludes that the follow¬ 
ing labeling claims are misleading and 
should be removed from OTC labeling: 

• natural sleep, normal sleep, refreshing 
sleep, sound sleep.*’ These terms are mis¬ 
leading when these drugs are taken, since 
A drug is an exogenous, non-naturally 
occurring agent Introduced into the body. 
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Terms such as “non-habit-formlng and 
guaranteed (fast acting)” are also mis¬ 
leading and probably false because it is 
very hard to prove that any product with 
psychotropic activity can be non-habit¬ 
forming or that a drug can be guaran¬ 
teed to be effective In all cases. 

3. Conditions under which the avail¬ 
able data are insufficient to permit final 
classification at this time . The Panel con¬ 
cludes that adequate and reliable scien¬ 
tific evidence is not available to permit 
final classification of the claimed active 
ingredients and labeling listed below. The 
Panel believes it reasonable to provide 
3 years for the development and review 
of such evidence. 

Aeftre Ingredients 
Antihistamines 

Diphenhydramine hydrochloride 
Doxylamlne succinate * 

Metbopyrilene fumarat* 

Melhapyrllene hydrochloride 
Phenyltdoxamlno dihydrogen citrate 8 
Pyrllomlue mnlcatc 

a. Antihistamines. Histamine Is a 
chemical substance normally concerned 
with inflammatory responses to irritants 
or injury. In sensitized Individuals, it is 
released in one or more target organs 
(especially skin and mucous membranes) 
causing allergic reactions such as itching, 
swelling, hay fever, asthma, etc. (Ref. 1 >, 
The antihistamines, as their name im¬ 
plies. are a class of drugs useful in an¬ 
tagonizing these actions of histamine. 
They can also exert side actions, includ¬ 
ing both drowsiness and then stimula¬ 
tion, depending upon the dose (Ref. 2). 
The sedative action, commonly seen In 
allergic patients, may be the major effect 
observed with their use In nonallcrgtc 
individuals. This has led to the introduc¬ 
tion of its application as the primary 
effect of some antihistamines as OTC 
sleep-aids for a target population whose 
chief complaint is sleeplessness. 

The mechanism by which antihista¬ 
mines accomplish the blockage or an¬ 
tagonism is apparently a competitive 
inhibition of already released histamine, 
rather than an Interference with the re¬ 
lease itself (Ref. 3). Thus, the skin man¬ 
ifestations of histamine release, i.e„ Itch, 
flare, wheal, capillary permeability and 
edema, are all decreased by antihista¬ 
mines. although the dosage varies with 
the potency of the compound used. For 
example, equivalent Inhibition of hista¬ 
mine-induced skin wheals Is produced 
in man by 25 mg of promethazine and 
175 mg of pyrilamine (Ref. 4 >. 

In the respiratory tract, rhlnorrhea 
and bronchospasm ore both decreased 
by antihistamines. Paradoxically, how¬ 
ever, antihistamines themselves can 
cause bronchoconstriction tn man. and 
they have been shown to cause contrac¬ 
tion of isolated strips of guinea pig 
tracheal smooth muscle at concentra¬ 
tions in the usual antihistamlnic thera¬ 
peutic range (Refs. 5 and 6>. 


8 Ingredient placed In Category III (MU) 
with a marketing hold until adequate safety 
and effectiveness data for use os a night¬ 
time sleep-old bare been submitted to tho 
Food and Drug Administration. 
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Apart from their specific antagonism 
to the actions of histamine, the antihis- 
taminic drugs may also exert other ef¬ 
fects, some useful, some undesirable. 
Stimulation of the central nervous sys¬ 
tem has been observed in some patients 
with focal cortical lesions, in whom small 
doses of antihistamines may cause elec- 
troencephalographic (EEG) activation 
and even frank seizures (Ref. 7). Exces¬ 
sive doses in any patient may cause rest¬ 
lessness. excitation, delirium tremors, 
and even convulsions (Ref. 2); depres¬ 
sion of the central nervous system is 
also frequently observed with the use of 
antihistaminlc drugs. When these drugs 
arc used to block histamine, drowsiness 
is common with antihistaminlc thera¬ 
peutic doses, a characteristic which 
makes the use of these drugs possible as 
OTC nighttime sleep-aids. 

Sedation is perhaps the most frequent¬ 
ly reported side effect associated with 
the use of antihistaminlc agents (Ref. 
1). Its manifestations may vary from In¬ 
ability to concentrate, dizziness and in¬ 
coordination, to deep sleep. The sedative 
effect can be hazardous in ambulatory 
patients whose daytime activities require 
mental alertness and motor coordination 
(e.g„ driving an automobile); and the 
Panel believes that warnings of this 
hazard should be required on OTC label¬ 
ing for products containing antihista¬ 
mines. The sedative effect, of course, 
would become the primary indication 
when these drugs are marketed for use 
as OTC nighttime sleep-aids and; there¬ 
fore, no such warning is required. 

Antihistamines not only have the two 
primary indications discussed above, but 
also exhibit a number of other side effects 
and toxic!ties, many related to anticho¬ 
linergic activity (Ref. 8>. 

Central and peripheral nervous system 
maniflestatlons of toxicity from the use 
of antihistaminlc drugs may Include diz¬ 
ziness. tinnitus (ringing in the ears), las¬ 
situde, incoordination, fatigue, blurred 
vision, double vision, euphoria, nervous¬ 
ness, irritability, insomnia, anxiety, dis¬ 
orientation, vertigo, confusion, delirium, 
hyper reflexia. tremors, muscle spasm, 
convulsions (especially in children) and 
coma (Ref. 9>. Fatal or near fatal over¬ 
doses cause fixed, dilated pupils, muscu¬ 
lar twltchlngs followed by convulsions, 
coma, circulatory collapse and respira¬ 
tory failure. Convulsions may persist for 
24 hours, coma for 2 days, but death rare¬ 
ly occurs later than 24 hours after inges¬ 
tion, unless due to infection associated 
with agranulocytosis iRef. 10). 

Gastrointestinal manifestations may 
include loss of appetite, nausea, vomiting, 
epigastric distress, constipation or diar¬ 
rhea. 

Cardiovascular symtoms may Include 
palpitations (i.e., irregularities of heart 
rate and/or rhythm), hypotension, head¬ 
ache or tightness of the chest. In the 
genitourinary system, increased urinary 
frequency and or difficulty in urination 
may be encountered. Skin rushes and 
photosensitivity may occur. Hematologic 
complications, fortunately rare. Include 
leucopenia, thrombocytopenia, hemolytic 
anemia and agranulocytosis. Depending 


upon dose response relationships, somo 
antihistamines may actually liberate his¬ 
tamine or serotonin, thus possibly con¬ 
tributing to adverse reactions such as 
bronchospa&m. 

Most antihistamines have some anti¬ 
cholinergic (atropine-like, belladonna¬ 
like) activity (Ref. 8>. The action Is not 
usually intense enough to be of therapeu¬ 
tic significance, but this activity may ac¬ 
count for dryness of the mouth seen In 
some patients and more rarely, for other 
dysfunctions such as difficulty In urina¬ 
tion and impotence (Ref. 1). Tingling, 
heaviness, and weakness of the hands 
may also be observed. Overdoses may 
cause mammary gland enlargement in 
both sexes, with secretion of milk. This 
effect has been attributed to depression 
of the hypothalamus with release of lac¬ 
togenic hormone (Ref. 10>. 

The Panel Is aware that the differences 
in chemical structure of the various an¬ 
tihistamine groups will have a significant 
effect on the sleep-aid indication. The 
groups may be classified as follows (Ref. 
XI): 

Ethanolamines (examples: diphenhy¬ 
dramine. doxylamlne and phenyltoloxa- 
mine), The drugs in this group are po¬ 
tent and effective histamine antagonists 
that possess significant atropine-like ac¬ 
tivity and have a pronounced tendency 
to induce sedation. With conventional 
antihistamine treatment doses, about 
hnlf of the Individuals who are treated 
with these drugs experience drowsiness. 
The Incidence of gastrointestinal side 
effects, however, is low in this group. 

Ethylenediamines (examples: metha- 
pyrilenc and pyrilamlne). These too. are 
highly effective histamine antagonists. 
These agents do not have a strong cen¬ 
tral nervous system action and may not 
produce a therapeutic somnolence even 
though a fair number of patients will ex¬ 
hibit drowsiness. Gastrointestinal side 
effects are quite common. This group 
contains some of the oldest and best- 
known antihistamines. 

Alkylamtnes (example: chlorphenira¬ 
mine). Antihistamines in this group are 
among the most active histamine antag¬ 
onists and are generally effective In rela¬ 
tively low doses. These agents arc not so 
prone to produce drowsiness and may be 
among the more suitable agents for day¬ 
time use: but again, a significant pro¬ 
portion of patients do experience this 
effect. Side effects Involving central nerv¬ 
ous system stimulation arc more common 
in this than in other groups. 

Piperazines (example: chlorcydizinc>. 
The oldest member of this group, chlor- 
cycllzine, is a valuable histamine an¬ 
tagonist with prolonged action and com¬ 
paratively low incidence of drowsiness. 
The others are used primarily to counter 
motion sickness. The incidence of un¬ 
toward effects, both central nervous sys¬ 
tem depressant and atropine-like, seems 
to compare favorably with that of other 
antihistamines. The possibility of some 
dulling of mental alertness should be 
borne in mind when the subject may be 


called upon to perform exacting and por 
tentially hazardous tasks, such as driv¬ 
ing a car. 

Phenothiazines (example: prometha¬ 
zine) . Most drugs of this class are hista¬ 
mine antagonists. The prototype, pro¬ 
methazine, was Introduced In 1946 for 
the management of allergic conditions. 
The prominent sedative effects of this 
compound and its value in motion sick¬ 
ness were early recognized. Prometha¬ 
zine and its many congeners are now 
used primarily for their central depres¬ 
sant properties. 

The problem for all the antihistamines 
when used as nighttime sleep-aids, from 
the Panel's point of view, is to ensure 
that the dosage recommended (e.g.. pos¬ 
sibly 60 mg in the case of diphenhydra¬ 
mine hydrochloride) is adequate for the 
sedative effect desired, yet not so large 
that toxic effects (see discussion below) 
result The Panel is also concerned that, 
in currently available antihistamine 
OTC products promoted for sleep, dos¬ 
ages may have been reduced by the man¬ 
ufacturer to borderline or Ineffective lev¬ 
els to avoid toxicity. The Panel feels that 
higher doses as recommended below by 
the Panel should be studied for some 
antihistamines to be used as nighttime 
sleep-aids. 

Except for mcthapyrilene and pyrila- 
ntine, the Panel is unaware of any prod¬ 
ucts containing antihistamines promot¬ 
ed for sleep on the OTC market. As indi¬ 
cated above, it is the opinion of the Panel 
that these two ingredients arc currently 
used as OTC sleep-aids at very low doses; 
and therefore, the Panel was unable to 
find sufficient information on these or 
any other antihistamines which would 
allow the Panel to make a determination 
that they should be generally recognized 
as safe and effective for OTC use. Until 
such time as these data are available to 
the Food and Drug Administration, the 
Panel recommends that these ingredi¬ 
ents be placed in Category III, with an 
additional period of 3 years for testing. 
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(1) Diphenhydramine hydrochloride. 
The Panel concludes that clinical experi¬ 
ence with diphenhydramine hydrochlo¬ 
ride as a prescription drug for use as an 
antihistamine agent strongly suggests 
that In an appropriate dosage (50 mg to 
a maximum 100 mg single dose at bed¬ 
time) it may be effective as an OTC 
nighttime sleep-aid. The ingredient is 
currently not marketed for any indica¬ 
tion in an OTC product Physicians have 
used diphenhydramine hydrochloride as 
a sleep-aid for many years because of its 
sedative side effects. However, only a few 
studies exist for the sleep indication and 
therefore the Panel has determined that 
further testing in well-controlled studies 
is required to assure the safety and ef¬ 
fectiveness of the suggested dosage of 50 
to 100 mg single dose at bedtime. (See 
paragraph II D below—Data Required 
for OTC Nighttime 81eep-Aid Ingredi¬ 
ent Evaluation). The Panel realizes that 
diphenhydramine is not currently avail¬ 
able for OTC me, but because of well- 
established and documented safe clinical 
use for many years as described in the 
discussion below, the Panel has classified 
the ingredient in Category m. 

Available evidence suggests that doses 
of 25 mg are ineffective (Refs. 1. 2 and 3). 
However, EEG studies with 25 and 50 mg 
doses indicate sedation, especially with 
the larger dose (Ref. 4). Doses of 50 mg 
or more have been reported to be as ef¬ 
fective as doses of 100 mg or more of 
secobarbital or pentobarbital (Refs. 5, 6. 
7. 8 and 9). Additional (minimum of 
three) well-controlled studies arc re¬ 
quired to determine whether diphenhy¬ 
dramine in doses of 50 mg is both effec¬ 
tive and sufficiently safe to permit its 
use as an OTC nighttime sleep-aid. 

Diphenhydramine was the first anti¬ 
histamine produced in this country (Ref. 
10). It Is described (Ref. 11) as a potent 
antihistamine with a high Incidence of 
sedation, mild antltmsive effects, antie¬ 
metic effectiveness equal to dimenhydri- 
nate, and is the antihistamine of choice 
for parenteral use in treatment of ana¬ 
phylactic reactions. 

Based on a review of this drug by the 
National Academy of Sclences-Natlonal 
Research Council (NAS/NRC>, it was 
classified as "probably” effective for the 
sedation indication as follows: "For in¬ 
tractable insomnia and insomnia pre¬ 
dominant in certain medical disorders.** 
That group recommended that final clas¬ 
sification required further investigation 
(Ref. 12), 

The sedative properties of diphenhy¬ 
dramine have been exploited by anesthe¬ 


siologists as a useful adjunct to preoper- 
ativc medication (Refs. 13 and 14). The 
sedative action of diphenhydramine has 
been utilized in obstetric patients during 
labor (Ref. 15) and in the preoperative 
preparation of surgical patients (Ref. 
13). Sedation determined by EEG exam¬ 
ination was reported in one laboratory 
study (Ref. 4), while effectiveness in pro¬ 
ducing sleep was verified in two other 
EEG laboratories (Refs. 5 and 21) and 
also in a comprehensive drug surveillance 
program (Refs. 6 and 9). 

Curiously, although antihistaminic 
drugs commonly produce drowsiness in 
patients, this effect Is not observed in 
animals receiving comparable doses (Ref. 
16). Therefore, a suitable animal model 
to test the sedative effect of new anti¬ 
histaminic compounds in man does not 
exist. However. Winter (Ref. 16) postu¬ 
lated that it is possible to demonstrate 
a sedative action of an antihistaminic 
drug in animals by giving the test drug 
in connection with administration of a 
drug of known sedative action. This was 
accomplished with diphenhydramine and 
other antihistaminics administered in 
doses in 10 mg /kg injected subcutane¬ 
ously into mice, followed in Mr hour by 
intraperiioneal administration of hexo- 
barbital 100 mg/leg. The mean (average) 
sleeping time was prolonged about 40 
percent by diphenhydramine, from 
39.3±1.4 minutes to 56.4±1.9 minutes. 
Similarly, diphenhydramine 10 mg /kg 
prolonged mean sleep time obtained with 
pentobarbital 50 mg/kg in mice from 
36.0±0.86 minutes to 53.8±0.86 minutes. 
Comparable results were obtained using 
guinea pigs receiving diphenhydramine 
10 mg/kg and hexobarbital 35 mg/leg. 
81eep time was prolonged from 50 to 73 
minutes. Other investigators (Rers. 17 
and 18) have confirmed prolongation of 
barbiturate sleep as a valid method for 
demonstrating the sedative action of 
antihistaminic drugs in animals. It 
should be noted that the studies above 
demonstrate only prolongation of sleep 
and not a true potentiation of the seda¬ 
tive effect of the barbiturate used. For 
example, a subhypnotic dose of pento¬ 
barbital (25 mg/kg lntrapcritoneally) in 
mice was not converted to a sleep dose 
by the addition of diphenhydramine in 
doses of 12.5 to 100 mg/kg orally (Ref. 
3). 

The sedative effect of diphenhydra¬ 
mine, alone or in combination, has been 
evaluated in a variety of ways. Sachs 
(Ref. 19> found it the major side effect 
in a series of 1.210 patients receiving 
diphenhydramine. 

Friedlander (Ref. 5) examined sleep 
EEC’s of 48 patients receiving secobar¬ 
bital 200 mg or diphenhydramine 100 mg 
by mouth (the first sleep was with seco¬ 
barbital in 21 patients). Both drugs were 
equally effective in induction and main¬ 
tenance of sleep. Minor differences In 
amount of abnormal brain activity of 
various types led Friedlander to the con¬ 
clusion that, in the dosage given, diphen¬ 
hydramine might be "a little better drug” 
than secobarbital for obtaining sleep 
EEG*8. 


In a study by Goldstein et al. (Ref. 4), 
EEG frequency analysis in 42 human vol¬ 
unteers receiving diphenhydramine in 
does of 25 or 50 mg revealed predomi¬ 
nantly increased low amplitude activity 
(Le.. "low energy sedation"). Not sur¬ 
prisingly, the effect was more marked 
with the larger dose. 

Noell et al. (Ref. 8) used more thun 
3.000 male volunteers in a carefully con¬ 
trolled daytime EEG study of 33 antihis¬ 
tamines. secobarbital and placebo. Di¬ 
phenhydramine 50 mg ranked second 
among tire antihistamines, after dlmcn- 
hydrinate, in time to "end of wakeful¬ 
ness*’ and thirteenth in time to "onset 
of sleep"; it was significantly* superior 
to placebo in both of these effects. 

Jaattela et al. (Ref. 20) compared the 
effects of oral daytime administration 
of the tranquilizer diazepam 10 mg. 
diphenhydramine 50 mg and placebo 
(sodium lactate) on mood and psycho¬ 
motor function in 270 healthy medical 
students 20 to 23 years of age. divided 
into three groups (65 men, 25 women). 
Both drugs decreased activity in men 
and women and caused some euphoria 
in men. Diphenhydramine had a sllghUy 
greater depressant effect than diazepam 
on mental functions (as determined by 
standard tests, e.g. Nowiis adjective 
check list, digit symbol test, ability to 
repeat numbers in series). 

An abstract by Bjerver and Goldberg 
(Ref. 2) refers to the central depressant 
action of a number of antihLstamino 
compounds, including diphenhydramine, 
without providing details. 

The Panel reviewed three studies de¬ 
signed to evaluate the sedative-hypnotic 
effects of the ingredients methaqualone 
250 mg and diphenhydramine 25 mg 
separately and together in combination. 
The combination was derived from the 
demonstrated potentiation of methaqua- 
lonc by diphenhydramine in the labora¬ 
tory (Ref. 21). The first study was con¬ 
ducted by Beaubien et al. (Ref. 1) on 
psychiatric in-patients who received 
unidentified capsules containing either 
the combination, methaqualone 250 mg 
or diphenhydramine 25 mg. The cap¬ 
sules were distributed at random to 18 
patients in double-blind fashion for a 
total of 200 sleeps. Nurses and patients 
each rated induction and duration of 
sleep and presence or absence of morn¬ 
ing drowsiness and sluggishness on a 
4-point scale. 

There was some indication that the 
combination Is superior to either methn- 
qualone or diphenhydramine in regard 
to sleep induction, while the combina¬ 
tion and methaqualone alone are equal 
and both superior to diphenhydramine 
25 mg in maintaining sleep. 

In the second study. Bordeleau ct al. 
(Ref. 22) compared the sleep produced 
during 5 consecutive nights by the com¬ 
bination (methaqualone 250 mg and 
diphenhydramine 25 mg), methaqualone 
250 mg. diphenhydramine 25 mg. seco¬ 
barbital 200 mg and placebo in 101 fe¬ 
male psychiatric patients averaging 37.1 
years (range 17 to 62 years). Results 
were evaluated with a questionnaire con- 
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serning duration and quality of falling 
asleep, duration and quality of sleep 
itself and subjective state on awakening 
and during the morning. The two single 
hypnotics < methaqualone and secobarbi¬ 
tal) and the combination were found 
significantly superior to diphenhydra¬ 
mine and the placebo in quality and 
duration of both falling asleep and sleep 
itself; it was impossible to differentiate 
diphenhydramine 25 mg from the 
placebo in any of the five parameters of 
sleep studied. 

In a third study, by Norris and Tolfer 
(Ref. 14). the sedative effectiveness of 
diphenhydramine 25 mg appeared more 
favorably. This again was a comparison 
of the sedative effects of methaqualone 
250 mg and diphenhydramine 25 mg in 
fixed combination, the individual in¬ 
gredients and placebo in 200 otherwise 
healthy female patients undergoing mi¬ 
nor gynecologic operations. The patients 
were divided into groups of 50, handled 
In double-blind fashion. Although both 
the mean sedation score and the number 
of patients showing good sedation were 
higher after the combination than after 
diphenhydramine 25 mg, the differences 
were not satistlcally significant. Changes 
in heart rate and blood pressure were 
minimal after each of the drugs, and 
postoperative nausea and vomiting were 
rare. 

Cappe and Pallin (Ref. 15). aware of 
the sedative side effects of antihistamine 
drugs, explored the extent of hypnosis 
and analgesia with dispenhydramine and 
chlorprophenpyridamlne In obstetric 
patients during labor and delivery. Each 
drug was administered to 30 patients in 
fractional doses intravenously. Moderate 
analgesia was achieved in 35 to 40 per¬ 
cent of patients receiving diphenhy¬ 
dramine (30 to 120 mg> or chlorpro¬ 
phenpyridamlne. Untoward effects in¬ 
cluded nausea and vomiting and drop in 
blood pressure, but not respiratory de¬ 
pression in the newborn. 

In another study. Lear et al. (Ref. 13) 
compared the sedative effectiveness of 
preoperative medication with various 
tranquilizers in 1.159 surgical patients. 
They administered chlorpromazine 12.5 
to 50 mg intramuscularly to 350 patients, 
mcpazlne 200 to 400 mg orally to 434. 
promethazine 25 to 50 mg intramus¬ 
cularly to 193 and diphenhydramine 50 o 
100 mg intramuscularly to 132. using as 
controls a mixed scries of 262 patients 
who received either morphine or meperi¬ 
dine and a belladonna derivative with or 
without a barbiturate. All of the tran¬ 
quilizers diminished undesirable reflex 
activity while causing less overall depres¬ 
sion than with the narcotics and barbi¬ 
turates. The incidence of postoperative 
nausea and vomiting was reduced, espe¬ 
cially with chlorpromazine. Among the 
182 patients receiving diphenhydramine, 
sedation was rated as nil in 15 percent, 
slight in 34 percent, moderate In 46 per¬ 
cent and marked in 5 percent. 

The authors noted that diphenhy¬ 
dramine has been used clinically at bed¬ 
time for sedation, either alone or in com¬ 
bination with barbiturates, for the ap¬ 
prehensive patient. Occasionally it has 


replaced the barbiturates for sedation, 
even in the allergic patient. The authors 
further noted that diphenhydramine 
combined with meperidine is useful pre- 
opcratively for brief procedures requir¬ 
ing early ambulation such as vein liga¬ 
tions and for other forms of minor 
surgery such as dilatation and curettage, 
removal of simple breast tumors, and in¬ 
cision and drainage. 

Two pertinent papers have emerged 
from a group headed by Jick and Slone, 
who have established a comprehensive 
drug surveillance program in three 
Boston hospitals. The first of these (Ref. 
6) concerns a double-blind comparison 
in adult medical patients of three hyp¬ 
notic drugs: chloral betaine 750 mg 
(equivalent to chloral hydrate 500 mg), 
diphenhydramine 50 mg. pentobarbital 
100 mg and a placebo. Fifty bottles of 
each of the drugs and 100 of placebo 
were numbered randomly and assigned in 
numerical order to patients requiring 
hypnotics. Of the original 250 patients 
entered into the trial, 195 (86 males, 109 
females) received one or more of the 
prepared capsules. The average age and 
weight of patients receiving one of the 
hypnotic drugs were 56.3 years and 70.8 
kg. respectively, and of those receiving 
placebo were 53.7 years and 68.5 kg, re¬ 
spectively. Hypnotic effectiveness was 
rated by the physician as "good, 0 “fair/* 
“poor,** or “don’t know.*’ Because 59 pa¬ 
tients received a “dont know** rating, 
analysis of effectiveness was confined to 
the remaining 136 patients. Statistically, 
no differences were evident (P^0.50) 
among the hypnotic drugs but all were 
superior to placebo: ratings were “good" 
or “fair’’ In 17 of 24 patients receiving 
chloral betaine. 23 of 28 with diphenhy¬ 
dramine, 20 of 24 with pentobarbital and 
28 of 60 with placebo. 

The second report from this drug sur¬ 
veillance program (Ref. 9) concerns the 
clinical effects of four hypnotic cjrugs 
(chloral hydrate, diphenhydramine, 
secobarbital and pentobarbital) in 2,045 
patients, each receiving one or more of 
the four drugs in treatment of insom¬ 
nia. All four drugs were reasonably ef¬ 
fective: but, unfortunately, no placebo 
was used. In the case of diphenhydra¬ 
mine. it is of interest to note that doses 
were 100 mg in 46 patients (9 percent) 
and 25 mg in 24 patients (5 percent). Ad¬ 
verse effects were reported in nine pa¬ 
tients (1.8 percent) receiving diphen¬ 
hydramine; of these, seven received 50 
mg and two received 100 mg. Vomiting 
occurred in one case and central nerv¬ 
ous system depression in eight, in one of 
whom depression was deemed “major.** 
All of the patients recovered promptly 
when the drug was discontinued, and 
there were no complications. 

Another study, by Toutsch et al. (Ref. 
23), evaluated sleep following pentobar¬ 
bital 100 mg, diphenhydramine 50 mg, 
methapyrilene 50 mg or placebo in 159 
patients In two Veterans Administra¬ 
tion Hospitals. They found both pento¬ 
barbital and diphenhydramine, but not 
methapyrilene, were significantly better 
than the placebo when evaluated by the 


subjective question. “How long did you 
sleep?** In one of the two hospitals, 
methapyrilene was superior to the 
placebo, while in the other hospital, it 
was not. The authors further state that 
these findings confirm the results of 
another comparison between pentobar¬ 
bital and diphenhydramine which they 
conducted earlier in 110 patients. 

Vogel et al. conducted a double-blind 
EEG study of the effect of diphenhydra¬ 
mine 50 mg on the sleep of six healthy 
adult volunteers with both subjective 
and objective insomnia (Ref. 24). 
Placebo controls were not used. 

Significant changes were observed by 
Vogel. They included a decrease In sleep 
latency and an increase in total sleep 
time, the latter being mainly accom¬ 
plished by a significant Increase in stage 
2 sleep; the drug had no effect on delta 
or deep sleep. There was a small but 
statistically significant rapid eye move¬ 
ment (REM) deprivation (significant re¬ 
duction in duration of REM sleep and 
increase in REM latency, with an almost 
significant REM rebound). There were 
no significant changes in subjective sleep 
variables, nor were important side ef¬ 
fects encountered. Slightly more than 
base line drowsiness was reported by 
four of the six subjects the next morn¬ 
ing. by two subjects on three and six 
mornings, respectively, following drug 
administration and by one subject one 
evening. It was concluded that diphen¬ 
hydramine 50 mg significantly decreased 
EEO latency and increased duration of 
EEG sleep without significant side or 
toxic effects. 

Diphenhydramine has been classed as 
a potent antihistamine with a high Inci¬ 
dence of sedation (Ref. 11). The data in 
the present reports are confirmatory and 
suggest that a useful sedative-hypnotic 
effect may be obtained with diphenhy¬ 
dramine in doses of 50 to 100 mg. Di¬ 
phenhydramine hydrochloride 25 mg. the 
amount contained in a combination prep¬ 
aration previously described (Ref. 14), 
is much less effective than the other con¬ 
stituent, methaqualone 250 mg. 

With reference to safety, available 
data (Ref. 25) indicate a definite but low 
order of toxicity, unless dosage exceeds 
100 mg. Instances of poisoning, acciden¬ 
tal or suicidal, have been reported 
with diphenhydramine. Toxic psychoses 
from overdose of the drug have been ob¬ 
served (Ref. 26). Possibly the earliest 
suicide was that reported by Duerfeldt 
in 1947 (Ref. 27). Wyngaarden and 
Seevers (Ref. 28) listed a 6-month-old 
child who died in convulsions and a 
group of adults, ranging from 18 to 72 
years in age, who sustained nonfatal con¬ 
vulsions. excitation, toxic psychosis, 
coma, petit mal or somnolence. These are 
typical examples, rather than a complete 
compilation. 

Also of interest are observations that 
diphenhydramine is an enzyme inducer, 
i.e., it stimulates the activity of micro¬ 
somal enzymes in the liver which me¬ 
tabolize a variety of drugs (Refs. 29. 30. 
31 and 32). Examples of drugs whose me¬ 
tabolism in the body is so accelerated 
are zoxazolamtne (Ref. 29), amlnopyrlne 
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(Ref. 31), carlsoprodol (Ref. 30), some 
oral anticoagulants, barbituarates, corti¬ 
costeroids. dlphenylhydantoin, griscoful- 
vln and diphenhydramine itself (Ref. 
27). Since enzyme induction requires re¬ 
peated use of the inducing drug, this 
problem would ordinarily not occur with 
OTC preparations intended for occa¬ 
sional use. 

The Panel concludes that evidence al¬ 
ready at hand strongly suggests that 
diphcnhydraipine in an appropriate dos¬ 
age (50 mg single dose at bedtime) could 
prove effective as an OTC nighttime 
sleep-aid. The Panel recommends that 
diphenhydramine be made available as 
an OTC nighttime sleep-aid in a maxi¬ 
mum 50 mg single dose at bedtime. 
Diphenhydramine has therefore been 
placed in Category in with 3 years pro¬ 
vided for testing during which the in¬ 
gredient may be clinically investigated 
at doses up to 100 mg to establish the 
minimally effective dose. 

In addition, because past experience 
has shown that many nighttime sleep- 
aids have been misused and since there 
is no experience in the OTC market with 
this ingredient, the Panel believes that 
the quantity of the drug available In a 
product container should be limited to 
prevent accidental ingestion of a lethal 
dose. 

The Panel believes that reported ob¬ 
servations of anticholinergic and other 
side effects cannot be overlooked and 
need to be evaluated. Should such side 
effects prove not serious in a minimum 
of three additional well-con trolled posi¬ 
tive studies for the labeled claim of clini¬ 
cal effectiveness, the drug categorization 
may be changed from Category III to I. 
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(2> Dorytaminc succinate. The Par.si 
concludes that, in an appropriate dosage 
(25 to a maximum 50 mg single dose at 
bedtime), doxylamlne succinate may be 
both safe and effective as an OTC night* 
tlme-sleepald. but further evidence of 
safety and effectiveness is needed. This 
drug is presently marketed as an anti¬ 
histamine available by prescription in 
doses of 12.5 to 25 mg 3 to 4 times a diy 
for adults, or 6.25 mg 2 to 4 times daily 
for children under 12 years and also 
available OTC as an antihistamine In 
doses of 3.75 to 7.50 mg 3 to 4 times a dny 
for adults or 3.75 mg 4 times a day 
for children under 12 years. 

Then Panel has placed the ingredient 
In Category III (MH) with a restriction 
on marketing since it is not currently 
marketed as an OTC nighttime sleev- 
ald, and further testing is requlr d 
to demonstrate its safety and effective¬ 
ness for this indication. The Panel un¬ 
derstands that the Agency can place th*s 
Ingredient In Category II instead of 
Category m (MH) which has the effect 
of prohibiting marketing until an ap¬ 
proved new drug application (NDA* is 
obtained or until the OTC nighttime 
sleep-aid monograph is amended to In¬ 
clude the ingredient. 

In antlhist&minic sedative potency, 
doxylamlne succinate resembles other 
antihistamines In the cthanolomlne class. 
One paper (Ref. 1) Indicates that doxyla- 
mine succinate is a potent antihistamine 
which show’s a high Incidence of sedation 
with average therapeutic doses. Feinbcrg 
(Ref. 2) grades the sedation of 12.5 mg 
of doxylamlne succinate the same as that 
of 25 mg of methapyrilene hydrochloride, 
while other researchers contend that the 
steep-inducing effect of doxylamlne is 
significantly greater than that of methii- 
pyrilene <Ref. 3). 

The exact mechanism of central nerv¬ 
ous system depression by doxylamlne is 
unknown, and there is nothing In the 
literature on the absorption and fate of 
doxylamlne In humans. In male rats? 
7 to 21 percent of a single Intravenous or 
oral dose of the succinate is excreted in 
the urine within 24 hours of administra¬ 
tion. while in female rats the amount 
excreted is 17 to30 percent (Ref. 4). Dogs 
receiving daily oral doses of doxylamlne 
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succinate for prolonged periods consist¬ 
ently eliminate about 20 percent of the 
daily dose in the urine. Snyder and co¬ 
workers <Ref. 4) concluded, on the basis 
of tissue determinations of the drug and 
urinalysis of excreted products, that the 
bulk of the administered drug is metab¬ 
olized in the body. 

Brown and Werner (Ref. 1) found the 
intravenous LD» (defined as a dose that 
is lethal for 50 percent of the test ani¬ 
mals) for doxylamlnc succinate to be 49 
and 62 mg/kg for rabbits and mice, re¬ 
spectively. Subcutaneously in mice and 
rats or orally in mice, the compound was 
about Hi as toxic as when given intra¬ 
venously. It was about *4 as toxic orally 
in rabbits. In mice and rate, acute toxic¬ 
ity was similar for both sexes. They also 
found favorable ratio of effectiveness to 
toxicity for guinea pigs. 

Acute toxicity studies in dogs showed 
that oral doses of 7.5 mg/kg of doxyla- 
mlne succinate produced no evidence of 
toxicity (Ref. 5). Repeated administra¬ 
tion of 15 mg/kg 3 times a day caused 
some loss of appetite and weight, my¬ 
driasis. apprehension, and muscular 
tremors in three out of four dogs. Similar 
effects occurred in one of two monkeys 
at dose levels of 16 to 20 mg/kg 3 times 
daily. Lower doses produced no such toxic 
effects. 

In the same studies, the administra¬ 
tion of doses of doxylamine succinate as 
high as 45 mg^kg twice daily for a period 
of 38 days had no significant effect in 
rats, as judged by gross signs of toxicity, 
hematologic determinations, and histo- 
pathology. Repeated administration of 
increasing doses from 50 to 150 mg/kg 
also had no gross effects. However, an in¬ 
crease to 200 mg/kg resulted in a de¬ 
creased rate of growth In some animals, 
and an increase up to 400 mg/kg caused 
anorexia and death, in one case. Thus 
repeated doses resulted in toxicity only 
w hen the doses approached acutely lethal 
ones. 

In a test for teratogenic effects of a 
combination of doxylamine and dicyclo¬ 
mine <a product used for treating nausea 
of pregnancy). doxylamine succinate was 
given orally to rabbits in doses of 10 to 
100 mg/kg/day (Ref. 6). Neither doxyla¬ 
mine, dicyclomine nor the combination 
had any deleterious effects on pregnancy 
maintenance, litter size or fetal weight 
in the rabbit, except when maternal tox¬ 
icity was produced. In rate, the same 
doses produced no alteration in breeding, 
conception, pregnancy malntcnace. litter 
size or fetal weight, although a dose-re¬ 
lated decrease in body weight gain did 
occur in rat pups from doxylamine and 
and dicyclomine-treated mothers. 

Fcinberg and Bernstein (Ref. 7) found 
that in 118 patients being treated for al¬ 
lergy with doses of 12.5 to 25 mg of doxyl¬ 
amlnc succinate, side effects were ob¬ 
served in 39 of them. Sedation or sleepi¬ 
ness was seen in 36 of the 39 patients. 
Nervousness was noted in four patients, 
and vertigo in four others. No serious tox¬ 
ic effects were noted after use of the 
drug for 6 months. 

Keeney (Ref. 8) states that the use of 
doxylamine succinate as an antihista¬ 


mine is infrequently followed by side ef¬ 
fects, but MacQulddy (Ref. 9) says that 
such side effects are “quite frequcnt“ with 
the 50-mg dose of doxylamine succinate 
although with the 25-mg dose the num¬ 
ber of reactions decreases “materially," 
while clinical results remain satisfactory. 
MacQulddy concludes that doxylamine 
succinate is a safe and effective medica¬ 
tion, having seen no reactions of any 
severity during his clinical 6tudy, with 
principally drowsiness and occasionally 
nausea being the main side effects, 

Sheldon et al. (Ref. 10 > gave allergic 
patients 12,5 to 200 mg of doxylamine 
succinate and found that 57 percent com¬ 
plained of drowsiness. However, the 
authors noted no apparent correlation 
between the dosage of the drug and 
drowsiness. Palpitations, irritability, and 
diarrhea were noted in three separate in¬ 
stances. There was no evidence of any 
hepatic, renal or vascular changes. 

Finally, Ferguson (Ref. 11) gave schiz¬ 
ophrenic patients up to 1.600 mg of dox¬ 
ylamine succinate daily by mouth for up 
to 6 months and found few side effects. 
He evenremarked about the lack of se¬ 
dation or drowsiness with high doses, 
noting that a combination of 900 mg dox¬ 
ylamine and 270 mg of phenobarbital 
daily produced no sedation, whereas 270 
mg of phenobarbital alone produced on 
all-day sleep, therefore suggesting even 
an antagonism of phenobarbital's hynot- 
ic effect by doxylamlnc. There were no 
changes in pulse, respiration, tempera¬ 
ture or blood pressure with the high doses 
used in Ferguson’s study, and blood 
chemistry and organ function tests re¬ 
mained normal, yet the doses were en¬ 
couragingly effective in treating schizo¬ 
phrenic patients. In addition, after giv¬ 
ing doxylamine to schizophrenics, Fer¬ 
guson found “there has been no ha¬ 
bituation to doxylamine, but a mild 
degree of tolerance has been noted." He 
indicated that during a 6-month period, 
the dose had to be increased in some pa- r 
ttente from 300 to 900 mg dally to main¬ 
tain satisfactory results. Partially con¬ 
firming these data was the work of Scl- 
zer and Waldman (Ref. 12>. who gave 
chronic psychotic patients doses of dox¬ 
ylamine (unspecified salt) up to 900 mg/ 
day for 3 months. 8ide effects were also 
virtually nonexistent in this study. 

There were only a few’ citations found 
in the literature for tolerance buildup 
to the sedative effects of antihistamines, 
and all of these are unsubstantiated. 

Thompson and Werner (Ref. 6), for 
example, state in their toxicity experi¬ 
ments that repeated administration of 
doxylamine succinate to rats in large 
doses for a comparatively long period 
did not lead to tolerance or accumula¬ 
tion, However. Feinbcrg (Ref. 2> states 
that there is a definite tendency for the 
rapid development of tolerance to the 
sedative effects of (all) antihistamines. 

Since the depressant actions of anti¬ 
histamines arc additive with the effects 
of other central nervous system depres¬ 
sants. the concomitant use of alcoholic 
beverages or other drugs known to de¬ 
press the central nervous system should 
be avoided (Ref. 13). Brown (Ref. 14) 


says that such combinations produce 
deepened and prolonged sleep. 

It appears from some studies that 50 
mg and above of doxylamine succinate 
produces the side effect of sedation when 
the drug Is used as an antihistamine* 
(Refs. 7 and 14). However, as stated 
above. Ferguson. (Ref. 11) and Seizor 
and Waldman (Ref. 12) gave doses up to 
900 mg dally In three divided doses, with 
little evidence of drowsiness, in schizo¬ 
phrenic patients. Such apparently con¬ 
tradictory results need to be explained. 

No literature u’as found concerning 
poisoning or doses which cause death in 
humans. 

Acute toxicity studies in animals which 
have been reported moke no mention of 
the behavior of the animals before 
death, except that they died In convul¬ 
sions. Chronic toxicity studies (Ref. 5) 
mention that dogs appear “apprehen¬ 
sive" after 15 mg/kg of doxylamine suc¬ 
cinate 3 times dally, and that a monkey 
given 20 mg/kg 3 times daily yawned 
frequently, was apprehensive, and upon 
handling exhibited convulsive tremors. 

The drowsiness effect of doxylamlnc In 
humans, as with other antihistamines, is 
well documented (Ref. 2). As mentioned 
earlier, doxylamine is a potent anti¬ 
histamine with a high degree, compared 
with other antihistamines, of central 
nervous system depression as well. It 
may be stimulatory at higher doses, as 
suggested by the chronic toxicity studies 
in dogs and monkeys. 

Only two clinical reports on the effec¬ 
tiveness of doxylamine as a sleep-aid 
have been found. The first study, by Noell 
et al. (Ref. 15), was performed on more 
than 3.000 men for the purpose of 
evaluating the sedative effects of over 20 
antihistamines by elcctroencephalo- 
graphic (EEO) methods and comparing 
these effects with those of barbiturate 
and nonbarbiturate hypnotics. Doxyla¬ 
mine succinate 25 mg was one of the 
three most sedating antihistamines, pro¬ 
ducing a significantly reduced latency to 
end of wakefulness, and comparing 
favorably with established hypnotic 
drugs such os secobarbital and pentobar¬ 
bital In sedation activity. It was chosen 
as the antihistamine based on dosage 
causing the earliest onset of sleep. 

The second study, by Sjoqvist and La- 
sngna (Ref. 3), compared the effective¬ 
ness of 25 and 50 mg of doxylamine 
succinate as a nighttime hypnotic with 
that of placebo and two doses of seco¬ 
barbital. Both drugs were showm to be 
significantly better than placebo, and 
both doses of doxylamine scored better 
than 100 mg of secobarbital but not as 
well as 200 mg of secobarbital. There were 
few’ side effects, other than hangover, 
with both drugs. Two weaknesses of the 
study were (1) the high placebo effect 
(50 percent of the patients slept as well 
on placebo as on their previous hyp¬ 
notic medication) and (2) the lack of a 
dose-related difference In effectiveness 
between the two doses of doxylamlnc 
used. 

Both of the above-mentioned studies 
suggest that doxylamine may have night- 
time sleep-aid potential. 


FEDERAL REGISTER, VOL 40. NO. 236—MONDAY, DECEMBER 8, 1975 



PROPOSED RULES 


67309 


In summary, the **ancl notes that the 
potential effectiveness of doxy la mine 
succinate as an OTC nighttime sleep- 
aid Is shown by the fact that there were 
33 percent side effects (primarily seda¬ 
tion or sleepiness) in one study where 
individual doses of up to 50 mg were 
used for the treatment of allergy (Ref. 
7). No serious side effects were noted 
after use of the drug for 6 months. The 
Panel notes that studies in which high 
doses (up to 1,600 mg/day) of doxyl- 
amine succinate were given to schizo¬ 
phrenic patients (Ref. 11) suggest that 
the drug is relatively safe. However, it 
is possible that psychotic patients do not 
respond to high doses of centrally active 
drugs in the same manner as nonpsy- 
chotic individuals. 

The Panel concludes that since the 
ingredient is not currently marketed as 
an OTC sleep-aid, it should be placed in 
Category in (MH> with a marketing 
hold during the testing period provided. 
The Panel concludes that the available 
reports on the safety of doxylamine suc¬ 
cinate are not adequate to permit its use 
as an OTC nighttime sleep-aid. The 
Panel recommends that a minimum of 
five additional w’cll-controlled studies 
are necessary to establish the safety and 
effectiveness of the ingredient as an 
OTC nighttime sleep-aid. At least two 
FEG studies and at least three clinical 
studies are necessary. The Panel has de-* 
termined that an appropriate dosage for 
testing should be limited to 25 to a max¬ 
imum 50 mg single dose at bedtime. 
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<3> Methapyrilene hydrochloride and 
methapyrilene fumarate. The Panel con¬ 
cludes that methapyrilene hydrochloride 
and methapyrilene fumarate are prob¬ 
ably safe and may be effective as OTC 
nighttime sleep-aids in appropriate 
dosages <25 to a maximum 100 mg single 
dose at bedtime >. The Panel considers it 
feasible to handle both salts of raethn- 
pyrilenc (hydrochloride and fumarate) 
as similar drugs because their molecular 
weights are in the ratio of 1(base): 1.1 
(hydrochloride): 1.5(fumarate). Most 
studies have been performed with the 
hydrochloride salt whose weight is close 
to that of the base. The Ingredients are 
currently marketed as OTC sleep-aids 
which contain 10 to 26 mg per tablet or 
capsule, except one which contains 50 
mg. The Panel notes that the recom¬ 
mended dosage of the various OTC prep¬ 
arations (25 to 50 mg) Is substantially 
below the 100 mg dose at which oatients 
receiving the drug for various allergies 
experienced drowsiness (Ref. 1), There is 
some evidence of effectiveness at a bed¬ 
time dose of 50 mg (Refs. 2 and 3* but 
others report drowsiness only at 100 mg 
«Ref. 1). The Panel has placed the In¬ 
gredients in .Category III since It hgs 
insufficient information on the safety 
and effectiveness of these active ingredi¬ 
ents. The Panel has determined that 
further testing in well-controlled studies 
is required to assure the effectiveness of 
the suggested dosage of 25 to a maximum 
100 mg siftgle dose at bedtime. (See para¬ 
graph II D below—Data Required for 
OTC Nighttime Sleep-Aid Ingredient 
Evaluation.) 

Methapyrilene wus introduced clini¬ 
cally by Feinberg and Bernstein 1 year 
after diphenhydramine (Ref. 4). Its 
antihistaminic and antianaphylactic 
activity was verified in experimental 
animals and its antiallergenic activity 
documented in a varied series of 253 
patients, whose average dose was 50 mg 
orally 1 to 4 times daily; a few patients 
received 100 mg doses, but these were 
frequently not well tolerated. In this ap¬ 
parently uncontrolled study, side effects 
were noted in approximately 25 percent 
of the patients. Sedation was the most 


common side effect, occurring in 48. or 
19 percent, of the patients studied. The 
degree of sedation was not as great as 
that produced by diphenhydramine, but 
equaled or exceeded that of tripelen- 
namine. 

Kleriand and Potter (Ref. 5) com¬ 
pared methapyrilene with diphenhydra¬ 
mine and tripelennamine in 126 derma¬ 
tologic patients. Doses, given 3 or 4 times 
daily, were usually 100 mg of metha- 
pyrilene and 50 mg of the other two 
drugs. Improvement was comparable 
with the three drugs. Drowsiness was ob¬ 
served in 10 of the 126 patients receivng 
methapyrilene. 3 of 47 with dlphen- 
hydamine and l of 44 with tripelcn- 
namlnc, although the authors noted that 
the degree of drowsiness was more 
marked with diphenhydramine than with 
either of the other drugs 

The Friedlanders (Ref. 1) also verified 
antiallergic effectiveness of methapyri¬ 
lene in 85 of 117 patients. Dosage was 
usually 100 mg 4 times daily for adults 
and 25 to 50 mg daily for children. One 
or more side effects, generally mild, oc¬ 
curred in about 25 percent of the pa¬ 
tients, usually at the 100-mg (adult) 
dose level, and were frequently obviated 
by reduction In dosage to 50 mg. Of spe¬ 
cial interest was that drowsiness was ob¬ 
served in ID. or 16 percent, of the pa¬ 
tients studied. 

The classic paper on the hypnotic ef- 
dence of methapyrilene. offered in evi¬ 
dence for its effectiveness as a nighttime 
sleep-aid. Is the study of Straus et al. 
(Ref. 2). In that study the authors com¬ 
pared 50 mg of methapyrilene with 100 
mg of phenobarital and placebo under 
double-blind conditions In 54 male In¬ 
somniac patients in a Veterans Admin¬ 
istration hospital. The experimental 
design called for each patient to receive 
each medication 6 times for a total of 18 
nights in 3 weeks (a few nights were 
missed*. Drug administrations were ran¬ 
domized. except that no drug succeeded 
itself. Evaluations of effectiveness were 
objective (graded by nurses observing 
the patients hourly during the night) 
and subjective (as reported by the pa¬ 
tients to a physician the next day* re¬ 
ports of three criteria: falling asleep 
(sleep latency). staying asleep and over¬ 
all evaluation. A 4-point scale was used, 
ranging from 0 (no sleep response) to 3 
(excellent sleep response). The data in¬ 
dicate that both psethnpyrllene and 
phenobarital were more efficient than 
placebo in their hypnotic effect. The 
nurses* observations found methapyri¬ 
lene more effective than phenobarbitnl 
in inducing sleep (but the patients could 
not distinguish between the two com¬ 
pounds) : In overall evaluation the pa¬ 
tients favored phenobarbital (but the 
nurses could not differentiate between 
the two); and for staying asleep, neither 
patients nor nurses could distinguish be¬ 
tween them. The authors concluded that 
the tw’O drugs exerted approximately 
equal hypnotic effects, in each case sig¬ 
nificantly greater than that of the 
placebo. It should be noted that pheno¬ 
barbital, with its known slow onset of 
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action, is not the Ideal barbiturate hyp¬ 
notic; secobarbital or pentobarbital 
would have been better choices for com¬ 
parison. Nevertheless, the study does 
provide data demonstrating hypnotic ef¬ 
fectiveness of methapyrilenc in 50-mg 
doses. 

In another study. Shapiro (Ref. 6) 
used methapyrilene from 1 to 66 days as 
a sedative in 33 hyperactive children 
ranging in age from 4 weeks to 12 years. 
The drug produced sleep and relaxation 
of hyperactive states during the daytime 
in 24 of 31 children, with nausea in one 
only. Nowhere in the article is the dosage 
defined. 

Noel] et al. (Ref. 7), in a daytime EEG 
study with over 3.000 Air Force volun¬ 
teers. found that, of 33 antihistamines 
studied, methapyrilene 50 mg ranked 
eighteenth in time to “end of wakeful¬ 
ness*’ and fifth in time to -onset of 
sleep." In both of these effects metha¬ 
pyrilene scored significantly better than 
placebo but not nearly as well as seco¬ 
barbital 100 mg. 

Felnblatt and Ferguson (Ref. 3) com¬ 
pared methapyrilene niaclnate, metha¬ 
pyrilene hydrochloride and placebo in a 
double-blind study involving 53 patients 
with insomnia. The dose of each metha¬ 
pyrilene salt was 50 mg (calculated as 
methapyrilene bane). Both were con¬ 
siderably more effective than placebo, 
inducing “satisfactory sleep" in 37 (70 
percent) of the 53 cases, "partial relief** 
in 9 07 percent) and failing in 7 (13 
percent). 

More recently, Teutsch et al. (Ref. 8) 
used subjective responses to evaluate 
sleep following pentobarbital 100 mg. di¬ 
phenhydramine 50 mg. methapyrilene 50 
mg or placebo in 150 patients in two 
Veterans Administration hospitals. The 
four preparations, in identical capsules, 
were administered by a nurse-observer 
on each of 4 consecutive nights of a ran¬ 
domized program. Next morning the pa¬ 
tients reported to the nurse how well 
they had slept, the time taken to fall 
asleep, how long they had slept, and how 
the sleep compared with their usual 
night's sleep at home. For all response 
variables, both pentobarbital and di- 
phenliydramlne were found significantly 
better than placebo when evaluated by 
the subjective question. "How long did 
you sleep?" In one of the two hospitals, 
methapyrilene utis superior to placebo 
while in the other hospital it was not 

The Panel Is aware of Instances of poi¬ 
soning. either accidental or suicidal, with 
methapyrilene. For example, fatalities 
have Included a 15-month old girl who 
developed hyperpyrexia, cerebral edema, 
upper nephron nephrosis and uremia 
(Ref. 9) and an adult suicide who died In 
convulsions (Ref. 10), Examples of non- 
fatal coses Include a 20-month-old child 
(Ref. 11) and two adults (Ref. 13), all 
manifesting convulsions, and a pregnant 
female with a toxic psychosis mimicking 
eclampsia (Ref. 13). 

The Panel has also reviewed a number 
of additional studies In which metha¬ 
pyrilene was used in combination with 
salicylamldc and scopolamine (Ref. 14). 


The Panel concludes that the weight of 
evidence Ls clearly in the direction of a 
positive effect: methapyrilene in these 
combinations almost certainly is able to 
produce drowsiness. EEO shifts, and re¬ 
duced sleep latency. Since the effects are 
probably present but not strong with 50 
mg of methapyrilene and since this ap¬ 
pears to be a relatively safe drug, doses 
of 75 mg or 100 mg seem worth exploring 
(Ref. 14). 

On the basis of evidence presently at 
hand, the Panel concludes that metha¬ 
pyrilene hydrochloride or methapyrilene 
fumarate in dosages of 25 to a maximum 
100 mg in a single dose at bedtime may 
be effective as an OTC nighttime sleep- 
aid. The Panel recommends that a mini¬ 
mum of five additional well-controlled 
studies arc necessary to establish the 
safety and effectiveness of the ingredient 
as an OTC nighttime sleep-aid. At least 
two EEO studies and at least three clini¬ 
cal studies are necessary. Should anti¬ 
cholinergic or other side effects prove not 
serious in these additional studies and 
should these studies in dosages of 50 mg 
and possibly up to 100 mg prove metha¬ 
pyrilene to be effective, Le„ significantly 
better than placebo in Improving sleep 
in one or more sleep parameters, this 
drug could be moved from Category in 
to Category I. 
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( 4 ) Phcnyltoloxamine dthyilrogcn ci¬ 
trate. The Panel concludes that in appro¬ 
priate dosage < 100 to a maximum 200 mg 
single dose at bedtime), phenyl toloxa - 
mine dihydrogen citrate may be both 
safe and effective as an OTC nighttime 
sleep-aid, but further evidence of safety 
and effectiveness is needed. TlUs drug is 
available on an OTC basis in a dose of 30 
mg as an ingredient in a combination 
analgesic calmative preparation. 

Phcnyltoloxamine (also called phen- 
oxadrlne>. one of the cthanolamine group 
of antihistamines, ls also marketed in 
OTC combination products (22-89 mg of 
the dihydrogen citrate salt) for the 
treatment of bronchial asthma, oilergi 
coryza, allergic cough, headache and 
other pain, and gastric hyperacidity due 
to nervous tension. 

The Panel has placed the ingredicn 
in Category HI (MH> with a restriction 
on marketing since it is not current!:, 
marketed as an OTC nighttime sleep-aid 
and further testing is required to demon - 
strate its safety and effectiveness for this 
indication. The Panel understands thiu 
the Agency can place this ingredient in 
Category n Instead of Category HI (MH > 
which has the effect of prohibiting mar¬ 
keting until an approved new drug appli - 
cation (NDA) is obtained or until the 
OTC nighttime sleep-aid monograph is 
amended to Include the ingredient. 

Phcnyltoloxamine Ls a potent hlsta 
mine antagonist, and the early literaturr 
on this drug stresses Its apparently lo** 
acute and chronic toxicity. Extensive 
clinical studies have provided evidence 
that the drug ls effective in relieving 
vasomotor rhinitis, hay fever, pruriti 
eczema, urticaria, asthma, and certain 
allergic drug reactions (Ref. 1). Like 
other antihistamines, the drug has dis¬ 
tinct local anesthetic properties and 
some antLspasmodic activity. In addition 
LaVerne (Ref. 2) lists the following prop* 
erties without documentation: auto¬ 
nomic suppressant, adrenergic stimuliur 
sedative, mild hypnotic effect, and no 
adverse effect on mental acuity. After 
the 1957 report by Sains (Ref. 3) on the 
effects of the drug on psychotic patient 
phenyltoloxaminc achieved the repute- 


•Cited OTC Volume* refer to the cubxnl • 
lions mode by Interested person* pursuant t o 
the call far data notice* published In the Fzx> 
xx al RKUisTta of August 22. 1072 (37 FR 
16885) and May 25, 1073 (38 FR 13783). Tho 
volume* are on file In the office of the Hear* 
lng Clerk. Food and Drug Administration 
Room 4-65, 5600 Fisher* Lane, Rock Till t. 
MD 20852. 
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tion of being a "phrenotropic" or tran- 
quilizlng drug. A number of reports then 
appeared on its therapeutic usefulness as 
a sedative (Refs. 4, 5 and 6). 

The side effects of phenyltoloxamine 
are apparently mild in therapeutic doses, 
soporific <sleep-inducing) effects are low 
and occur in less than 7 percent of pa¬ 
tients (Ref. 7). 

In general, the mechanism of central 
nervous system depression by phenylto- 
loxamine is unknown, although a report 
by DeSalva and Oester (Ref. 8> suggests 
that phenyltoloxamine acts similarly to 
mephenesin and morphine sulfate in de¬ 
pressing polysynaptic reflexes in cats. 
Such a test has traditionally been used 
for studying central muscle relaxant ac¬ 
tivity. which may be indicative of seda¬ 
tive or tranquilizlng potential. 

The only study found concerning the 
absorption and fate of phenyltoloxamine 
was performed by Hoekstra et al. in 1953 
(Ref. 9). Extrapolating from experi¬ 
ments performed in dogs, rats and mice 
for other purposes, they concluded that 
phenyltoloxamine is readily absorbed 
from the gastro-intestinal tract and 
peritoneal cavity and distributed rapidly 
throughout the body. Very little is known 
of its destruction, conjugation, or excre¬ 
tion, since attempts to Isolate unchanged 
phenyltoloxamine or certain possible 
breakdown products from the urine of 
dogs were not successful. Hoekstra ct al. 
(Ref. 9> also did acute toxicity studies in 
mice which compared the LD *s of phen¬ 
yltoloxamine hydrochloride, phenyltolox¬ 
amine dihydrogen citrate, diphenhydra¬ 
mine hydrochloride and tripelennamine. 
Phenyltoloxamine hydrochloride was 
one-flfth as toxic intraperitoneally and 
one-twelfth as toxic orally as when given 
intravenously. It was one-half as toxic 
as tripelennamine and two-thirds as 
toxic as diphenhydramine hydrochloride 
when intraperitoneal LD~’s were com¬ 
pared. 

Acute toxicity studies of various doses 
of phenyltoloxamine in a few rats 
showed that oral doses greater than 680 
mg/kg caused death preceded by hyper¬ 
activity, excitement, convulsions and 
respiratory depression. In dogs, intrave¬ 
nous doses above 20 mg/kg caused death, 
while lower doses produced ataxia, 
excitement followed by depression, and 
slight narcosis (Ref. 9). 

Finally, limited chronic studies showed 
that dogs tolerate phenyltoloxamine di¬ 
hydrogen citrate in daily oral doses of 
20 and 40 mg/kg (calculated in terms of 
active moiety) with no untoward effects. 
There u»ere no Indications of blood dys- 
crasla at any time during the experi¬ 
ments (Ref. 9). 

In general, clinical studies in man in 
which phenyltoloxamine has been eval¬ 
uated as an antihistamine consistently 
show few’ side effects with doses of 25 to 
50 mg of the dihydrogen citrate salt. 
Sainz (Ref. 3) performed a preclinical 
study in 48 patients to determine side 
effects and toxicity and found that mild 
drowiness appeared at oral doses above 
200 mg 4 times a day, or with single doses 
of 400 mg. Ataxia or abnormal reflexes 
were not noted at oral doses of 400 mg 


4 times a day; there w’crc no extra- 
pyramidal symptoms; the EEG was not 
affected; and a slight blood pressure in¬ 
crease was seen. Doses higher than 200 
mg 4 times a day produced adrenergic 
stimulation (increased salivation, gas¬ 
tritis, and diarrhea). Heartburn was 
found in 14 percent of patients taking 
the drug, and occasionally nausea was 
seen. No changes were noted in met¬ 
abolic. nutritional, endocrine, hemato¬ 
logic. urologic or liver function studies. 
Sainz concluded that the drug Is not only 
safe but remarkably free from undesira¬ 
ble reactions at oral doses of 100 mg 
times daily. 

Cronk and Naumann <Ref. 10) gave 
2,380 allergic patients with nonspecific 
upper respiratory infections 100 to 600 
mg of phenyltoloxamine dihydrogen 
citrate dally and saw only three cases of 
side effects caused by the drug. These 
were manifested as a mild soporific state 
after 200, 300 and 600 mg of the salt, 
and in no case waa the side effect severe 
enough to warrant discontinuation of 
the drug. Although this study suggests 
that the incidence of drowsiness with 
phenyltoloxamine is low. a later study 
by Floischmajer et al. (Ref. 4) found a 
much higher incidence of central nerv¬ 
ous system depression. Fifty patients re¬ 
ceived the drug (unidentified salt) for 
treating allergic cutaneous disorders in 
doses of 100 mg 3 times a day (after 
meals) and 200 mg at bedtime. In 39 
patients (78 percent) there was excel¬ 
lent relaxation, lessening of inner ten¬ 
sion. and improvement in the ability to 
sleep. Most of these patients noted a 
pleasant calmness within 30 to 60 min¬ 
utes after taking the drug. The other side 
effects noted were blurred vision, vomit¬ 
ing. tachycardia, dry mouth, and marked 
hypnosis, but only 3 patients discon¬ 
tinued therapy because of the severity 
of these effects. 

Finally, in a study designed to test the 
usefulness of phenyltoloxamine in 
chronic schizophrenics, Barsa and 
Saunders (Ref. 11) gave 60 female 
patients gradually increasing doses of 
phenyltoloxamine f unidentified salt). 
with the highest dose reached being 800 
mg 4 times a day. The patients received 
the drug for 3 to 5 months. It was seen 
that w’hen the dose was below, 1.600 mg 
per day, most of the patients were stim¬ 
ulated, becoming more alert, but also 
more restless and irritable. As the daily 
dose went above 1.600 mg, the excessive 
stimulation disappeared and the psycho¬ 
sis appeared to improve. However, most 
of the patients could not tolerate the 
high dose. Forty patients (67 percent) 
complained of nausea or loss of appetite: 
10 of these also experienced vomiting. 
Fifty patients showed an average weight 
loss of almost 5 kg (11 lb>. Other patients 
complained of generalized weakness, 
fainting, ataxia, parkinson-like symp¬ 
toms. and generalized tremulousness. All 
of these side effects disappeared when 
the dosage was reduced. Hematological 
tests, liver function tests, and urinary 
studies showed no significant changes in 
any of the patients. 


Few reports on tolerance to phenyl* 
toloxamlne were found in the literature. 
Cronk and Naumann (Ref. 10) men¬ 
tioned in passing that at the end of their 
experiments considerable adaptation 
had apparently developed in that the 
sedation effect had become subjectively 
less severe after 200 to 600 mg of dihy¬ 
drogen citrate salt per day for 3 days. 

Although the Panel could find nothing 
In the literature on intcactions of 
phenyltoloxamine with other drugs, it is 
expected that, like other antihistamines, 
phenyltoloxaraino could interact with 
central nervous system depressants. 

The average oral antlshistamine dose 
of the dihydrogen citrate salt for adults 
is 50 mg 3 to 4 times daily. This may be 
increased if the desired therapeutic re¬ 
sponse is not obtained or If side effects 
do not become pronounced (Ref. 7). In 
one study such doses produced a rather 
low Incidence of drowsiness, around 7 
percent (Ref. 7). but another study (Ref. 
4) suggests a much higher incidence of 
central depression (78 percent*, with 
higher doses (100 mg 3 times a day, un¬ 
specified salt). Single doses of 400 mg 
(unspecified salt) produced sedation and 
moderate hypnotic effect In 100 percent 
of healthy volunteers In one study (Ref. 
12 ). 

Doses higher than 1.600 mg per day 
(unspecified salt in 4 divided doses) In 
humans apparently can be considered 
the upper limit of usage of the drug, 
since above this amount generalized 
toxicity is observed in schizophrenic 
patients (Ref. 11). Below this dose, how¬ 
ever, signs of central nervous system 
stimulation were apparent in the same 
patients. 

No literature was found concerning 
poisoning or doses which cause death in 
humans. 

Two uncontrolled and three controlled 
studies were found concerning the effec¬ 
tiveness of phenyltoloxamine as a seda¬ 
tive. Although insufficient information is 
available, it appears that a study by 
Sainz (Ref. 3) was uncontrolled. Phenyl¬ 
toloxamine (dihydrogen citrate salt) 
was used to treat 227 cases of psychotic 
behavior, using oral doses of 100 to 500 
mg 4 times a day. Sainz concluded that 
the drug has a powerful affective and 
behavioral effect, although it does not 
produce euphoria, exhilaration, mental 
cloudiness, or confusion. Addiction and 
withdrawal reactions were not noted 
after 6 months of continued high dosage 
in certain patients. For certain anxieties, 
the calming effect produced by the drug 
is. In Sainz* opinion, slightly more pro¬ 
nounced than that produced by pheno- 
barbltal and the meprobamates; and be¬ 
cause of the absence of Immediate or 
eventual reactions, much safer and pref¬ 
erable to either. 

The other uncontrolled study w’as by 
Fleischmajer et al. (Ref. 4), who gave 
500 mg per day (unspecified salt) by 
mouth to 50 patients with a variety of 
dermatoses in whom a tension factor was 
believed to be associated with the dis¬ 
order. They found that In 39 of the pa¬ 
tients there was excellent relaxation, les¬ 
sening of inner tension, and an Improve- 
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mcnt In the ability to sleep. They eval¬ 
uated various dosage schedules and 
recommended 200 mg for nighttime 
sedation, with the comment that the 
ideal individual dose should be deter¬ 
mined for each person. 

The first controlled study, by Noell et 
al. (Ref. 5) was performed on over 
3,000 men for the purpose of evalu¬ 
ating the sedative effects of more 
than 20 antihistamines by electroen- 
ccphalographlc methods and compar¬ 
ing these effects with those of bar¬ 
biturate and nonbarbiturate hypnotics. 
Phcnyltoloxamine (dihydrogen citrate 
salt) 50 mg was significantly better 
than placebo and ranked better than 
50 mg of methapyrilene hydrochloride 
in the experiment on determination of 
onset of sleep. The dihydrogen citrate 
salt ranked better than diphenhydra¬ 
mine hydrochloride 50 mg, considered 
by the authors one of the three most 
sedating antihistamines. 

The second controlled study (Ref. 12) 
was a comparative double-blind study 
with reserpine and placebo on 15 volun¬ 
teers who received single oral doses of 
400 mg of phenyltoloxamlne (unspecified 
salt) 5 mg of reserpine. or placebo. 
Physiological measurements and a bat¬ 
tery of psychological performance and 
learning tests were used to determine 
drug effects on behavior and function 
of the Individuals. The results showed 
that 400 mg of phenyltoloxaminc pro¬ 
duced sedation and a moderate hypnbtic 
effect, reaching a peak in 4 to 5 hours. 
Although latency and duration of sleep 
itself were not measured in this 
study, at the peak action of the drug 
there was drowsiness and a slowing of 
psychomotor and mental performance, 
followed by a state of relaxation, in¬ 
creased learning. and improved 
performance. 

The third controlled study (Ref. 6) 
evaluated the effectiveness of phenyl- 
toloxamlne (unspecified salt, 50.100. and 
200 mg orally) as a daytime sedative, 
comparing It with 2 doses of phonobarbl- 
tal and a placebo. One hundred 
thirty-one ambulatory patients, all of 
whom required a sedative for control 
of an anxiety state, were used. The 
workers concluded that phenyltoloxa- 
mlne 3 to 4 times dally for several weeks 
of continuous therapy is safe. Although 
they did not make any comparisons with 
phenobarbltal In their discussion, it ap¬ 
pears that 100 mg of phenyl toloxamlne 
was equivalent to 15 mg of phenobarbltal 
In a "combined sedation and hypnotic 
effect" measure that they presented. 

In summary, the Panel believes that 
the available data on the safety and ef¬ 
fectiveness of phcnyltoloxamine dihy¬ 
drogen citrate in the dose range of 100 
to 200 mg arc not adequate to permit Its 
use as on OTC nighttime sleep-aid. 
There is some evidence that the drug 
may have effectiveness as an OTC night¬ 
time sleep-aid; for example. In one study 
(Ref. 5) the drug ranked better than 
methapyrilene hydrochloride when 
measuring “end of wakefulness" and 
better than diphenhydramine hydro¬ 
chloride. on determination of "onset of 
sleep." 


Since the Ingredient Is not currently 
marketed as an OTC sleep-aid but is 
currently available in an OTC combina¬ 
tion product promoted as a calmative, it 
should be placed in Category III 
(MH> with a marketing hold during the 
testing provided. The Panel concludes 
that the available reports on the safety 
of phenyltoloxaminc are not adequate to 
permit its use as an OTC nighttime 
slccp-ald. The Panel recommends that 
a minimum of five additional well-con¬ 
trolled studies arc necessary to establish 
the safety and effectiveness of the 
Ingredient as an OTC nighttime sleep- 
aid. At least two EEG studies and at 
least three clinical studies are necessary. 
The Panel has determined that an ap¬ 
propriate dosage for testing should be 
limited to 100 to a maximum 200 mg 
single dose at bedtime, 
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(5) Pyrilamine maleate. The Panel 
concludes that there Is insufficient in¬ 
formation on the safety and effectiveness 
of pyrilamine maleate as an OTC night¬ 
time sleep-aid and has therefore placed 
the Ingredient in Category III. Described 
as an effective antihistamine with low- 
incidence of sedation (Ref. 1), It appears 
ancillary to methapyrilene as an Ingredi¬ 


ent In three currently marketed OTC 
products promoted for sleep. The usual 
single OTC dose for an adult is 25 to 50 
mg. The Panel has determined that fur¬ 
ther testing in well-controlled studies Is 
required to assure the safety and effec¬ 
tiveness of i* suggested dosage of 25 to a 
maximum 50 mg single dose at bedtime. 
(Sec paragraph n D below—Data Re¬ 
quired for OTC Nighttime Sleep-Aid 
Ingredient Evaluation). 

Pyrilamine was discovered In France 
(Ref. 2) 2 years after the Introduction 
of Antergan. the first antihistamine used 
clinically (Ref. 3). Pyrilamine effectively 
inhibits experimental production of skin 
wheals by histamine (Ref. 4) and can 
prevent the increase in capillary 
permeability ordinarily produced by 
histamine (Ref. 5). In addition to its 
effectiveness os an antihistamine, pyril¬ 
amine also possesses local anesthetic 
activity (Refs. 6 and 7> and even exerts 
a mild analgesic action (Ref. 8). 

In doses of 25 to 50 mg, anorexia, nau¬ 
sea and vomiting are commonly encoun¬ 
tered but can be minimized by the sim¬ 
ple precaution of taking this ingredient 
at mealtimes. However, the Panel be¬ 
lieves this Is not possible when pyrilamine 
is used as an OTC nighttime sleep-aid. 
The Panel has located only one study per¬ 
taining to the hypnotic potential of pyril¬ 
amine used alone (Ref. 9). This study 
provides some evidence that pyrilamine 
maleate 50 mg Is superior to placebo In 
reducing the time to "end of wakeful¬ 
ness" by EEO criteria but not tn the sub¬ 
jective evaluation of "time to sleep on¬ 
set/' Subjects were military personnel 
studied under daytime nap conditions. 

The Panel is aware of instances of ac¬ 
cidental poisoning with pyrilamine. For 
example, two fatalities of accidental poi¬ 
soning have been reported In the litera¬ 
ture (Ref. 10). In one case a 15-month- 
old infant died 6 hours after ingestion of 
1,500 mg or the drug, and in a second case 
a 23-month-old infant died 6 hours after 
Ingestion of 10 tablets (dose unspecified) 
Both victims exhibited coma and/or con¬ 
vulsions previous to death. The Panel 
therefore believes that when further test¬ 
ing Is conducted, special attention should 
be given to the minimum dosage level re¬ 
quired for effectiveness. 

The Panel concludes that insufficient 
data are available on the safety and ef¬ 
fectiveness of pyrilamine maleate as an 
OTC nighttime sleep-aid and has there¬ 
fore placed the ingredient in Category 
IH. Further testing is necessary in a sug¬ 
gested dosage of 25 to a maximum 50 mg 
single dose at bedtime. The Panel recom¬ 
mends that a minimum of five additional 
well-controlled studies are necessary to 
establish the safety and effectiveness of 
the ingredient as an OTC nighttime 
sleep-aid. At least two EEO studies and 
at least three clinical studies are neces¬ 
sary. Should studies show safety and ef¬ 
fectiveness, this drug could be moved 
from Category m to Category I. 
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Labeling 

It Is the view of the Panel that the 
following label claims would be accepta¬ 
ble for OTC nighttime sleep-aid prod¬ 
ucts If sufficient datA were provided to 
substantiate their use. Labeling such as 

• Reduces time to fall asleep in persons 
with difficulty falling asleep/* -Reduces 
number of awakenings in persons who 
wake frequently during the night,** and 

• Prolongs sleep/* may be valid if proven 
by well-controlled studies. (See para¬ 
graph n D below—Data Required for 
OTC Nighttime Sleep-Aid Ingredient 
Evaluation.) 

D. DATA REQUIRED FOR OTC NIGHTTIME 
SLEEP-AID INGREDIENT EVALUATION 

The Panel suggests the following 
Adeline* for the evaluation of safety 
and effectiveness of an agent to be used 
as an OTC nighttime sleep-aid: 

L Minimum requirements to deter - 
mine safety and effectiveness. The active 
Ingredient must be safe in the doses sug¬ 
gested on the labeling for OTC use. 
Safety should be evaluated using the 
current requirements for precilnlcal 
testing in animals as defined in 21 CFR 
312.1(a) (2) 6 a. Regarding effectiveness, 
a number of important variables must be 
considered: (1) sleep latency (time re¬ 
quired to fall asleep), (2) number of 
awakenings, <3) total time spent awake. 
(4> sleep duration. (5) sleep quality, as 
estimated by the sleeper. (6) sleep stages 
and cycles evaluated by EEC and poly¬ 
morphic criteria, and (7) side effects. 
Typically, an OTC medication might be 
tested to determine whether it reduces 
fcieep latency (or possibly increases sleep 
duration) without detrimental effects on 
the other variables. 


A target population must be identified 
so that wherever possible in studies of 
effectiveness, subjects tested are similar 
to those who will eventually take the 
drug. For OTC nighttime sleep-aids, the 
population would consist of Individuals 
with symptoms of mild or occasional 
sleep disturbance. 

It is important to provide both sub¬ 
jective and objective assessment of sleep. 
Certain important aspects, such as the 
subject's estimate of the quality of sleep 
and feeling state in the morning, can 
only be assessed subjectively. On the 
other hand, objective sleep laboratory 
studies h we obvious advantages to assess 
objectively and exactly continuous meas¬ 
ures of sleep, thus providing exact meas¬ 
ures of sleep latency, sleep duration, 
number of awakenings, and other vari¬ 
ables of interest. Other clinical aspects 
can also be assessed both subjectively 
and objectively. 

Any claimed ingredient's) or labeling 
claim(s) classified by the Panel as Cate¬ 
gory in should be evaluated using the 
concepts and methodology described be¬ 
low in the suggested guidelines. 

2. Sleep laboratory studies. A small 
number of appropriate subjects (e.g.. 6 
to 12 per study) should be studied in¬ 
tensively In a sleep laboratory. Sleep 
laboratory studies should Involve the use 
of both placebo and active medication 
In a properly controlled design. The ex¬ 
act design would depend on individual 
drug factors, such as time required for 
washout, necessity in some cases for 
studies of continuous administration, etc. 
This would allow precise determination 
of sleep latency, sleep duration, number 
and length of awakenings, and time 
spent in the various sleep stages. Such a 
study can help determine effectiveness 
and can also be used as a safety or 
toxicity study since disturbances of sleep 
and mood can be studied during and after 
drug administration. Such laboratory 
studies would Ideally include investiga¬ 
tion of the drug when taken on multiple 
consecutive nights and after discontinu¬ 
ation. since withdrawal effects after con¬ 
tinuous administration can be of impor¬ 
tance. However, since the drug is an OTC 
preparation to be taken as a single dose 
for occasional insomnia, such long-term 
studies are not absolutely essential, 
though still advisable. 

3. Clinical studies in a suitable target 
population. A large number of appropri¬ 
ate subjects should be studied for sub¬ 
jective effects on sleep. Subjects should 
be mild insomniacs falling directly with¬ 
in the target population expected to take 
the drug. Such a study should preferably 
use separate large groups, perhaps 40 to 
80 subjects per group, since intergroup 
comparisons have statistical advantages. 
A well planned crossover study, however, 
might also be acceptable. If several 
doses of a drug ore to be studied, or if a 
combination of several ingredients is 
being studied, a larger number of groups 
is required. For instance, if a combina¬ 
tion containing two ingredients (A+B) 
is studied, a design should include four 
separate groups: one taking placebo, one 


taking A. one taking B and one taking 
A+B. Subjects are to be assigned by sys¬ 
tematized randomization with packaging 
and coding of the drug on an Individual 
patient basis rather than on a treatment 
group basis. The Panel is concerned that 
the integrity of the study be maintained 
and that subjects are not able to deter¬ 
mine drug from placebo, since the find¬ 
ings are heavily dependent on subjective 
parameters. The Panel suggests that 
each dose unit (drug or placebo) be 
singly Identified by code and adminis¬ 
tered singly (e.g.. In envelopes) in a pre¬ 
determined sequence. 

The variables to be investigated In¬ 
clude the subject's estimate of quality of 
sleep, sleep latency, number of awaken¬ 
ings, sleep duration, how well he feels In 
the morning, and a report of any side 
effects. 

In certain cases other designs may be 
reasonable; for Instance, a design in 
which the subject indicates a preference 
between two treatments (drug versus 
placebo) may be used but would not be 
considered a pivotal study. 

4. Clinical studies for nighttime sleep- 
aids. —a. Objectives. The overall objec¬ 
tives are: (1) to determine the effects 
of the drug on sleep in individuals with 
symptoms of mild insomnia likely to use 
such an OTC drug In the target popula¬ 
tion. <2) to determine the subjects* esti¬ 
mate of quality of sleep, an estimate of 
how well they feel in the morning and 
(3) to determine any preferences the 
subjects may have between 2 nights 
(drug versus placebo). 

These studies, if results are clinically 
significant, will provide an extension of 
comparative controlled studies to con¬ 
firm fully in a target population the 
drug** basic nighttime sleep-aid activity 
and to provide more specific Informa¬ 
tion about symptoms and subject types 
in which the drug is especially effective. 
The studies win also establish an optimal 
dosage for the target population for 
which it is intended under conditions 
which more closely resemble those of ac¬ 
tual OTC use. 

b. Sample considerations. Subjects 
should be mild insomniacs falling di¬ 
rectly within the target population ex¬ 
pected to use the drug. Subjects with se¬ 
vere or chronic insomnia are not candi¬ 
dates for self-medication since they 
should be under the supervision of a 
physician. 

A greater variety of populations differ¬ 
ing as to age. sex. diagnostic categories, 
social class, treatment setting, previous 
treatment, etc., may be studied. Within 
each study, groups of subjects should 
be selected to be as homogeneous as 
possible regarding the variables above. 
In any case, full reporting of subjects' 
characteristics is necessary to allow for 
adequate interpretation of results. Ex¬ 
clusions should be stated. 

Females of childbearing age may be 
included if results of animal reproduc¬ 
tive and teratologic studies are satis¬ 
factory. However, the Panel believes that 
new drugs not intended for lifesaving 
use should not be used in women known 
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to be pregnant or who are nursing a 
baby. 

c. Sample size. The studies should use 
separate large groups containing 40 to 80 
subjects per group. In a study compar¬ 
ing separate groups, a minimum of two 
groups (drug and placebo) are neces¬ 
sary. A large number of groups are re¬ 
quired if several doses of a drug are 
studied or if a combination of several 
ingredients is evaluated, since each In¬ 
gredient should be compared to the com¬ 
bination and a placebo. 

d. Setting. Varying environmental In¬ 
fluences should be decreased as much as 
possible in each study. Different treat¬ 
ment environments may be used which 
should be similar to those likely to be 
found among users (consumers) of such 
OTC products. Since'these drugs are in¬ 
dicated for nighttime use. their action 
should not persist into the daytime hours 
or beyond the intended period of sleep. 

e. Investigators. The investigators 
should be experienced in evaluating 
drugs affecting the centra] nervous sys¬ 
tem; and in the conduct of clinical trials; 
they should have ready access to the 
target population group for whom the 
nighttime sleep-a id may be indicated. 

f. Design. Of primary importance are 
well-controlled studies designed to con¬ 
firm fully the effectiveness of the drug 
as a nighttime sleep-aid. Special con¬ 
sideration should be given to controls, 
duration of study, dosage, and design 
which do not interfere with validity 
(biostatisUcal consultation is recom¬ 
mended) , to accommodate greater varia¬ 
tions in settings and subjects. 

g. Duration. The duration of studies 
may vary from 1 to 2 weeks. In most 
cases the drug will be taken as a single 
dose for occasional insomnia, and there¬ 
fore long-term studies are not absolutely 
essential. However, the Panel believes 
that such studios are advisable. 

h. Assessjnent. Activity as a nighttime 
sleep-aid should be determined by ac¬ 
cepted methods. Determination of clini¬ 
cal effectiveness should include subjec¬ 
tive reports from patients or subjects 
and EGO and inpatient studies should 
also include objective measures. 

5. General concepts for conducting 
clinical drug evaluation of OTC night¬ 
time sleep-aids. The Panel concurs with 
the current regulations for conducting 
clinical trials evaluating safety and ef¬ 
ficacy as defined in 21 CFR 314.111(a) 
(5) (ii). The desired studies shall include 
a systematic assessment of possible ad¬ 
verse side effects as discussed above 
under clinical studies for nighttime 
sleep-aids and shall Include continued 
surveillance for adverse side effects after 
marketing. 

6. Minimum data required for classi¬ 
fication as a Category / tngredient. In 
summary, the Panel believes that similar 
methodology should be used In the eval¬ 
uation of an OTC nighttime sleep-aid as 
in the evaluation of a prescription hyp¬ 
notic with two major exceptions: 

(1) Only those who are occasionally in- 
somnlc are Included. 

(2) A larger patient sample than 1s 
customary in the evaluation of prescrip¬ 


tion drugs is probably necessary for a 
parallel design study (for example, 80 and 
not 40 patients per drug group may be 
needed), since relatively smaller clinical 
effects may be encountered. 

X. COMBINATIONS OF ACTIVE INGREDIENTS 

1. General statements. The Panel con¬ 
curs with the regulation (21 CFR 330.10 
(a) (4) (iv)) w'hich states: 

An OTC drug may combine two or more 
safe and effective active ingredients and may 
be generally recognized as safe and effective 
when each active Ingredient makes a con¬ 
tribution to the claimed effect(s): when 
combining of the active ingredients doee 
not decrease the safety or effectiveness of any 
of the Individual active ingredients; and 
when the combination, when used under ade¬ 
quate directions for use and warnings against 
unsafe use, provides rational concurrent ther¬ 
apy for a significant proportion of the target 
population. 

The Panel concludes that, in general, 
the fewer the ingredients, the safe and 
more rational the therapy. The Panel be¬ 
lieves that the interests of the consumer 
are best served by exposing the user of 
OTC drugs to the fewest ingredients pos¬ 
sible at the lowest possible dosage regi¬ 
men consistent with a satisfactory level 
of effectiveness. 

The Panel further concludes that OTC 
drugs should contain only such inactive 
ingredients as are known to be safe and 
are necessary for pharmaceutical for¬ 
mulation. 

2. Requirement of significant contri¬ 
bution. The Panel has determined that 
each claimed active Ingredient in a com¬ 
bination must make a significant contri¬ 
bution to the claimed effect or effects. 

The Panel could not establish the per¬ 
cent of contribution that an active in¬ 
gredient must make to the effectiveness 
of the product for that contribution to 
be considered ‘'significant.’* The Panel 
concludes that where a combination 
product Ls permitted, as discussed below, 
it is sufficient to demonstrate in wcli- 
controlled clinical trials that each of the 
ingredients makes a statistically signifi¬ 
cant contribution to the claimed effect. 
(See paragraph II D above—Data Re¬ 
quired for Nighttime Sleep-Aid Ingredi¬ 
ent Evaluation.) As long as “statistical 
significance” is shown in meaningful 
sample sizes, the Panel concludes that 
the contribution toward nighttime sleep- 
aid activity will also have been shown to 
be clinically “significant.’* 

3. Single active ingredients. The Panel 
believes that the most desirable product 
for the consumer is one that contains the 
least number of Ingredients. A product 
containing a safe and cffecth'e single in¬ 
gredient is preferred to one having multi¬ 
ple active ingredients because of the 
reduced risks of toxic effects, allergic 
and/or idiosyncratic reactions, and pos¬ 
sibly unrecognized and undesirable drug 
interaction^). Because of these in¬ 
creased risks, the Panel further believes 
that the use of two active ingredients of 
the same pharmacological class in the 
same preparation ls not rational. 

This view of the Panel applies to all 
ingredient combinations that the Panel 
has reviewed; even the antihlstaminlc 


drugs cause non-dose-related adverse 
reactions, such as drug allergy. In other 
words even the presence of two antihista¬ 
mines may increase the risk that a sub¬ 
ject will have an allergic response to the 
OTC preparation. A person may not be 
allergic to one of the two active ingredi¬ 
ents whereas he might respond with an 
allergic reaction to the other. Paradoxi¬ 
cally, such hypersensitivity reactions do 
occur to the antihistamines, drugs which 
are themselves often used to treat allergic 
responses. 

Certain problems peculiar to the form¬ 
ulation of combination products should 
be stated explicitly before dealing with 
specific cases. First of all, there arc- 
situations where the use of a combina¬ 
tion ls appropriate and clearly rational 
Such an example is the case of the 
“triple sulfas” described below. 

The misconception about the safety 
of using more than a single member of 
a pharmacologic class of drugs seems to 
be based upon a very special case. When 
the sulfonamides were introduced to 
clinical medicine, it became apparent 
that their low solubilities (particularly 
in the large doses nedeed to treat certain 
bacterial infections of the urinary tract) 
could result in precipitation of crystalline 
drug in the kidney. This problem was 
solved by using combinations of sul¬ 
fonamide drugs, e.g., “triple sulfas.” such 
that each of the three sulfonamides was 
present in an amount too small to crys¬ 
tallize out in the kidney but such that 
the combined three sulfonamides pro¬ 
vided an effective therapeutic concen¬ 
tration. The basis for this effect is the 
fact that the solubility of each member 
of the series is independently determined 
No such problem of dosage scheduling 
that approaches saturation leading to 
crystallization has been noted bv the 
Panel in its review of the antihistamine 
drugs submitted. 

The Panel is aware of other cases 
where multidrug therapy is rational. Two 
different antibiotics may be given to¬ 
gether for an organism known to be sen¬ 
sitive to the combination. Perhaps one 
of the best known combinations is the 
use of multivitamin preparations for the 
treatment of nutritional deficiencies. In 
these last two cases, the combination 
Is used to achieve a certain convenience 
where the individual active ingredients 
are known to be effective separately. The 
Panel recognizes that in vitamin and In 
certain antibiotic therapy, a large dose 
of drugs usually, but not always, carries 
no more risk than a smaller dose. This 
is an unusual situation in medicine. 

If an OTC nighttime sleep-aid is in¬ 
dicated, it may very well be that a 
consumer w*ill need one or two doses to 
get the intended effect. An occasional 
subject may need half of the suggested 
dose. If an analgesic Is also needed, the 
consumer, through experience, will be 
able to judge wether he needs one, two, 
or one-half of the usually recommended 
OTC analgesic dose. If a consumer needs 
an OTC nighttime sleep-aid alone or an 
OTC analgesic alone, it would be an irra¬ 
tional act to take a combination product 
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The Panel questions the advantage the 
combination confers. If the consumer 
cannot fall asleep readily, he may wish 
to take an OTC nighttime sleep-aid for 
tills condition. He may also have some 
discomfort due to an injury, infection, 
bum or other ailment and may wish to 
take an OTC analgesic. The Panel feels 
that the likelihood that a combination 
drug will contain the optimal dose is less 
than if the consumer is permitted to 
make this decision, that is. to take in¬ 
dividually an analgesic and/or nighttime 
5tccp-aid. 

Evidence accumulated during the last 
20 years indicates at least a 10-fold dif¬ 
ference within the population in the rate 
of disappearance from the body for moat 
drugs subject to metabolism. Moreover, 
different kinds of drugs are eliminated at 
different rates by each Individual. 

In light of present knowledge, it Is not 
wise to give two or more different active 
Ingredients In fixed combinations to dif¬ 
ferent individuals. 

In addition, it does not make sense un¬ 
less there is information that the effec¬ 
tive dose of each active Ingredient Is 
known for the individual taking such a 
combination. 

A very simple exercise will demonstrate 
the decreasing benefit to be expected 
when two or more active ingredients are 
combined in a single preparation. Sup¬ 
pose that 60 percent of the population 
requires one unit of drug A for relief of 
pain. Now, combine A with ingredient B, 
a drug that promotes sleep. Assume that, 
by good fortune, a dose of B is found 
that will have a favorable effect on 60 
percent of the population. The chances 
that the 60 percent who need one unit 
of A will also need one unit of B Is 
0 60x0.60. or 36 percent. Thus, by com¬ 
bining we have reduced the chance of a 
successful outcome for both indications 
from these preparations. (The number 
of people who need half of A and half of 
B or two of A and two of B are vanish¬ 
ingly small and may be Ignored for pres¬ 
ent purposes.) One could add yet a third 
active ingredient (certainly not unheard 
of> and find that the appropriate popu¬ 
lation for this preparation would be 
0 66 x 0.60 x 0.60, or 22 percent of con¬ 
sumers. 

Thus the Panel believes, that even if 
the addition of another active Ingredient 
represents addition of a potential benefit 
to an existing product, the changes that 
the consumer will benefit from a fixed 
combination is in fact less likely than if 
that individual has the option to use 
active Ingredients separately. 

The Panel notes that Individuals me¬ 
tabolize different active Ingredients at 
vastly different rates and may eliminate 
them at different rates. 

These biochemical differences are the 
basis for different dosage requirements on 
the part of individual humor subjects. 
Ordinarily, in a relatively small group of 
persons there may be as much as a 10- 
fold difference In the rate of metabolism 
of a drug. The effect of these differences 
becomes apparent in the case of drugs 
Ui od chronically. For OTC drugs used 
only occasionally and for nonfatal ill¬ 


nesses, it Is not necessary to ensure that 
the dosage provided will be effective for 
90 or 100 percent of the population. A 2- 
to 4-fold variation In the dose needed 
may be expected to achieve a desired ef¬ 
fect in a significant proportion of the 
population. It has been pointed out above 
by simple calculations, using the proba¬ 
bility of independent events, that com¬ 
binations may reduce the likelihood of 
achieving the most effective dosage reg¬ 
imen because of differences between in¬ 
dividuals with respect to drug metabo¬ 
lism. The implications of this knowledge 
for dosage requirements, in the Panel’s 
view, casts some doubt upon the combina¬ 
tion of nighttime sleep-aids and anal¬ 
gesics. These remarks are intended to ap¬ 
ply to the kinds of active ingredients 
with which the Panel has been concerned. 

In spite of the considerations above, the 
Panel recognizes the argument that 
there may be convenience in putting 
more than one active ingredient into 
the same product. The Panel con¬ 
cludes that if a combination contains 
an analgesic and a nighttime sleep-aid, 
both of which are safe and effective when 
used alone, it is convenient to combine 
the ingredients in a combination for the 
treatment of concurrent symptoms. The 
Panel would recognize the combination 
as safe and effective (effective as both a 
nighttime sleep-aid and as an analgesic 
In a significant proportion of the popula¬ 
tion having bath sleeplessness and pain 
at the same time). The Panel concludes 
that permission to market such a com¬ 
bination should be granted. However in 
the opinion of this Panel, it will be nec¬ 
essary to demonstrate that there exists 
a well-defined target population that re¬ 
quires both a nighttime sleep-aid and an 
analgesic. Several studies are necessary 
using a factorial design demonstrating 
that the combination Is safe and effective 
for a significant proportion of the target 
population requiring relief from both 
symptoms of pain and sleeplessness. 

The labeling of a combination product 
of the type described above should reflect 
its limited applicability to persons with 
both symptoms, pain and sleeplessness, 
who respond favorably to the unit dose 
of each active ingredient in the combin¬ 
ation The labeling should indicate that 
only that portion of the target population 
having both indications at the same 
time may be expected to derive effective* 
and safe responses to the fixed combina¬ 
tion. 

It is an established medical principle 
to give only those medications, preferably 
as single entities, necessary for the safe 
and effective treatment of the patient 
This principle applies equally to self- 
medication. To add needlessly to the pa¬ 
tient's medication increases the risk of 
adverse reactions. Therefore, only single 
ingredients of each pharmacologic class 
should be permitted in Category I com¬ 
binations. Combinations containing more 
than one active nighttime sleep-aid in¬ 
gredient of the same pharmacological 
class are classified as Category H prod¬ 
ucts. 

4. Acttoe ingredients not reviewed by 
the Panel . Each claimed active ingredi¬ 
ent must be an ingredient that has been 


reviewed by the Panel. If a product con¬ 
tains an active Ingredient that has not 
been reviewed by the Panel and conse¬ 
quently Is not found In this document, 
such ingredient is automatically clas¬ 
sified as a Category n ingredient; Le., it - 
is not generally recognized as safe and/ 
or effective. Appropriate animal and hu¬ 
man testing and prior approval by the 
Food and Drug Administration are re¬ 
quired before a product containing such 
nn ingredient may be marketed. 

5. Review of submitted combination 
products. The Panel considered only 
those combination products submitted 
pursuant to the notice published in the 
Federal Register of August 22. 1972 ( 37 
FR 16885) and included above in para¬ 
graph n A. The Panel recognize* that 
other combination products may be in the 
market place, but it has either no knowl¬ 
edge of such products or insufficient data 
with respect to such products to make a 
reasonable Judgment of safety and/or 
effectiveness. 

Accordingly, the Panel recommends 
that any new combination, or any pre¬ 
sently marketed combination not sub¬ 
mitted to this Panel, be evaluated 
through the new drug procedures or be 
the subject of an appropriate petition to 
the Commissioner to review or amend 
the OTC nighttime sleep-aid monograph. 

6. Combinations containing irrational 
ingredients. The Panel has reviewed 
those nighttime sleep-aid ingredients 
which are in combination with such non- 
nighttime sleep-aid ingredients as vita¬ 
mins and passion flower extract. The 
Panel considers such combination to be 
Irrational. 

For example, generally, a healthy in¬ 
dividual ingesting a well-balanced diet 
will receive adequate daily vitamin in¬ 
take. The Panel defers to the OTC Vita¬ 
min. Mineral and Hcmatinic Panel on 
the safety, effectiveness and labeled 
claims for vitamins. However, the Panel 
is of the opinion that most clinicians 
agree that the therapeutic us© of vita¬ 
mins should be restricted to the treat¬ 
ment of unequivocal deficiency states or 
as dietary supplements in certain clini¬ 
cal situations, such as (1) inadequate in¬ 
take due to poor diet, (2> malabsorption. 
(3) pregnancy, or (4> hypermetaboUc 
states producing increased tissue re¬ 
quirements. 

The proper functioning of all cells re¬ 
quires an adequate intake of all vitamins 
(water-soluble and fat-soluble). It Is 
misleading to assume or propose that in¬ 
dividuals consuming certain OTC sleep- 
aids, tranquilizers and sedatives have 
selected deficiencies of Just those water- 
soluble vitamins discussed in this docu¬ 
ment Vitamin deficiencies are generally 
manifold and not restricted to one or 
two vitamins. If treatment of vitamin de¬ 
ficiencies is indicated, high doses are 
used and ordinarily several vitamins are 
given, particularly in the case of water- 
soluble vitamins. Also, there is virtually 
nothing In the current medical or phar¬ 
maceutical literature to support the in¬ 
clusion of selected water-soluble vita¬ 
mins in the OTC nighttime sleep-aids, 
daytime sedatives, or stimulants. The 

water-soluble vitamins discussed In this 
• 
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document appear to be of no use in 
conditions unassociated with vitamin de¬ 
ficiency or impending deficiency. In ad¬ 
dition to the irrationality, there is a 
danger in the possibility that adminis¬ 
tration of one or two vitamins in small 
amounts may delay proper diagnosis 
and treatment in occasional cases of 
true deficiency. The vague suggestion in 
the labeling of such products Is that 
“nerves" may be the reason for wakeful¬ 
ness. anxiety or agitation and that B- 
vltamlns arc good for the nerves. This 
claim whether explicit or implicit in the 
labeling is not supported by objective and 
conclusive clinical data. 

7. Criteria for determining Category / 
combinations. Although the Panel has 
not placed any products containing com¬ 
binations of active ingredients in Cate¬ 
gory I. it feels that appropriate 
guidelines arc necessary. Accordingly, to 
qualify as a Category I combination, l.e., 
one that is generally recognized as safe 
and effective, each of the following con¬ 
ditions must be met: 

a. The combination should include 
only one Category I active nighttime 
sleep-aid ingredient from a given phar¬ 
macological class when such ingre¬ 
dient is) is identified. 

b. Each ingredient in the subject com¬ 
bination will have to be present within 
the dosage range for a Category I active 
nighttime sleep-aid ingredient when each 
such Ingredient Is Identified. 

8. Criteria for Category 11 combina¬ 
tion products . A combination Is classi¬ 
fied by the Panel as a Category II prod- 
duct, i.e., one that is not generally recog¬ 
nized as safe and/or not generally recog¬ 
nized as effective, if any of the following 
apply: 

a. The combination contains two or 
more antihistamines as nighttime sleep- 
aid ingredients. 

b. The combination contains any in¬ 
gredient that is listed elsewhere in this 
document as a Category II ingredient 

c. The combination contains any 
active nighttime sleep-aid ingredient 
that has not been reviewed by the Panel 
and accordingly not listed in this docu¬ 
ment. 

d. The combination contains a night¬ 
time sleep-aid ingredient combined with 
a nonnighttime sleep-aid Ingredient 
which tiie Panel has found to be an ir¬ 
rational ingredient 

e. The following combinations have 
been classified by the Panel as Category 
H: 

(1) Combinations containing two or 
more antihistamines . The Panel con¬ 
cludes that there Is no rationale for com¬ 
bining twx> or more drugs of the same 
pharmacologic class to achieve a desired 
effect There are no data to support 
claims of safety and effectiveness of such 
combinations. 

(2) Combinations containing bromides 
(ammonium , potassium and sodium ). 
The Panel concludes that combinations 
containing ammonium bromide, potas¬ 
sium bromide or sodium bromide are not 
safe for OTC use. 

(3) Combinations containing scopola¬ 
mine compounds (scopolamine ami no x- 
ide hydrobromide and scopolamine hy- 
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drobromidc). The Panel concludes that 
combinations containing scopolamine 
aminoxlde hydrobromide or scopolamine 
hydrobromide are not safe at dosage 
levels possibly effective at OTC night¬ 
time sleep-aids. 

<4> Combinations containing passion 
flower. The Panel concludes that there to 
no rationale for adding passion flower to 
a nighttime sleep-aid. The relationship 
between the ingredient and sedation has 
not been demonstrated. 

<5* Combinations containing vitamins 
lall vitamins . including thiamin (vita¬ 
min B ; >, niacin < nicotinic acid >. and 
niacinamide 1. The Panel concludes that 
there is no rationale for adding vitamins 
to a nighttime sleep-aid. The relation¬ 
ship between vitamins and sedation has 
not been demonstrated. 

9. Criteria for Category III combina¬ 
tion products. A combination is classified 
as a Category III combination if the 
nighttime sleep-aid active ingredient is 
classified as Category III elsewhere In 
the document. 

The following combinations have been 
classified by the Panel as Category HI: 

a. Combinations containing metha- 
pyrilene and certain analgesics iacet¬ 
aminophen . aspirin . and salicylamidcK 
These combinations are placed in Cate¬ 
gory HI for two reasons. (I) the sleep- 
aid components have been categorized as 
Category III by the Panel: and (2) the 
Panel has Insufficient information to 
identify a meaningful target population. 
Additional studies are required to show 
that there to a target population re¬ 
quiring ingredients for both pain and 
sleep. Experimental design for such 
studies should include double-blind In¬ 
vestigations using a factorial design test¬ 
ing the combination against each ingre¬ 
dient and placebo. If evidence to not 
forthcoming within 3 years that each 
ingredient <e.g„ the claimed nighttime 
sleep-aid and the analgesic) makes a 
meaningful contribution to the claimed 
effect, these products should be with¬ 
drawn from the market. 

The Panel concludes that combinations 
containing a nighttime sleep-aid and an 
analgesic are not rational therapy for 
patients suffering from sleeplessness or 
pain alone. 

In a combination drug containing a 
nighttime sleep-old ingredient and one 
or more analgesic compounds such as 
acetaminophen, aspirin or salicylamide. 
these latter ingredients are considered 
only os analgesics. If the analgesic com¬ 
ponent is judged effective by the OTC 
Panel on Internal Analgesics, if the sed¬ 
ative component can be proved to be an 
effective nighttime steep-aid, and if wdl- 
controlled studies can identify a mean¬ 
ingful target population for use of such 
a combination, then the combination 
may prove to be rational for concurrent 
use, i.e., for sleeplessness when accom¬ 
panied by pain. For example, in a cur¬ 
rently marketed sleep-aid combination 
product containing methapyrilcne and 
analgesics reviewed by the Panel, the 
manufacturer recommends "For best re¬ 
sults, adults take two tablets at bedtime 
to help relieve pain and aid sleep." Thus, 
according to the manufacturer's claim. 


this particular combination to recom¬ 
mended for nighttime use in patients suf¬ 
fering from a combination of pain and 
insomnia or from "insomnia expecta¬ 
tion." The analgesic combination, when 
taken as recommended, namely, two tab¬ 
lets, seems to be a fairly appropriate mild 
analgesic, although the final decision re¬ 
garding this effect is deferred to the OTC 
Internal Analgesic Panel. The sleep-in¬ 
ducing properties of methapyrilcne 50 
mg (2 tablets) have been discussed ear¬ 
lier. Tlie Panel concluded that at lean 
some evidence exists that methapyrtlom 
may Induce sleep slightly foster than 
placebo and therefore placed metha in - 
rilene in Category HL 

Whether the combination of an anal¬ 
gesic and a nighttime sleep-aid enhance 
the effectiveness of either type of agem 
cannot be answered from the data re¬ 
viewed. Only a factorial design (Ref. 1) 
comparing the combination with a 
plAcebo would provide the answer. One 
may well postulate that once pain is re¬ 
lieved by the analgesic component, the 
patient will sleep even without a night¬ 
time sleep-aid. On the other hand, the 
nighttime sleep-aid may indeed provide 
additional benefits. The studies sub¬ 
mitted do not provide an answer to the* » 
uncertainties. 

In any studies designed to evaluate 
such a combination, subjects selected 
should be individuals with pain as well 
as sleep problems. A more elaborate de¬ 
sign could Include a group of subjects 
with both pain and sleep problems, a 
group of subjects with only sleep prob¬ 
lems. and a group of subjects with only 
pain, but the Arst factorial design is con¬ 
sidered sufficient. 

The data presented to the Panel do net 
establish whether patients use the com¬ 
bination primarily for pain or primarily 
for sleep induction. The combination 
seems to be proposed primarily as a pain 
reliever, implying that if one does not 
have pain, one will sleep well. The com¬ 
bination to not suggested for the general 
insomniac. 

The manufacturer produced seven 
well-designed, well-con trolled studies in 
support of hto claim: Four of there 
studies were "analgesic-sedative studic 
conducted in patients suffering primarily 
from pain, possibly associated with sec¬ 
ondary sleep disturbances (Refs. 2 
through 5); one wits a study of chrome 
insomniacs in an outpatient population 
<Ref. 6); one was a study conducted .n 
a nursing home (Ref. 7): and one was an 
experimental study conducted in norm il 
subjects who were loaded with water to 
produce wakefulness (Ref. 8), 

All seven studies were generally wi ll 
done, some involving an acute type of 
experiment, with each patient receiving 
one medication; a few studies involved 
giving medication to geriatric patient 
and other outpatients over a longer pe¬ 
riod of time. The most clear-cut am! 
best designed experiments are some of 
the acute experiments (Ref. 3). They in¬ 
dicate clearly that the combination s 
more effective than placebo in Inducirg 
sleep, creating a better quality of slern. 
and reducing pain. But even here, pom? 
authors have used letters (l.e.. A, B> and 


FEDERAL REGISTER, VOL 40, NO. 236—MONDAY, DECEMBER 8, 1075 



PROPOSED RULES 


57317 


not randomly selected numbers for pa¬ 
tient assignment, thus allowing for pos¬ 
sible breaking of the double-blind by as¬ 
sociating Improvement with a given let¬ 
ter. The problem with all of these in¬ 
vestigations is that they were designed 
to show effectiveness of the combination. 
They were not designed to find out 
whether both the analgesic and anti¬ 
histamine medications are needed or 
whether all patients with pain and pain- 
related insomnia, or even only expected 
insomnia, would have been improved just 
as well with only the analgesic medica¬ 
tion. 

These seven well-designed studies do 
not define the relative effectiveness of the 
hypnotic and analgesic ingredients in the 
combination. 

In an analgesic nighttime sleep-aid 
combination such as that discussed 
above, the Panel comments as follows: 

The general regulations for the OTC 
review require this Panel to address drug 
active ingredients and claims, rather 
than finished total products. In this case, 
the Panel is required to determine which 
ingredient in the combination product 
has activity as a nighttime sleep-aid and 
which ingredients have activity as anal¬ 
gesics. The Panel cannot, as was sug¬ 
gested in one submission, set aside this 
requirement and merely determine that 
the whole product is safe and effective. 

The Panel has concluded elsewhere in 
this document that there are inadequate 
data on the effectiveness of metha- 
pyrllene at the dosage in one of the com¬ 
binations submitted for review to the 
Panel to permit its classification as gen¬ 
erally recognized as safe and effective 
• Category I). Accordingly, the combina¬ 
tion Is placed in Category ni with 3 years 
allowed for testing. A claim for this 
combination is that it is a safe and ef¬ 
fective aid to sleep that is disturbed by 
pain. The Panel regards such claims pri¬ 
marily as analgesic claims, rather than 
nii-httime sleep-aid claims. 

Pain may indeed prevent sleep, as 
might acid Indigestion, coughing or sun¬ 
burn. If the Panel were to follow the 
rationale that pain discomfort prevents 
sleep, and that something which affords 
relief from pain discomfort can therefore 
be considered a nighttime sleep-aid. it 
would be necessary to permit the use of 
a similar nighttime sleep-aid claim for 
any ingredient used to treat any condi¬ 
tion that might interfere with sleep. 
Such ingredients might be antacids, 
cough remedies, or sunburn lotions. It is 
obvious that such drugs are not intended 
to induce sleep per sc. If evidence is not 
forthcoming to support the presence of 
Category III antihistamines such as 
methapyrilene or pyrllamine as active 
OTC nighttime sleep-aid ingredients in 
combination with analgesics, nighttime 
sleep-aid labeling claims made on the 
basis of analgesics alone would be mis¬ 
leading. 

The Panel Is aware that there may 
well be a significant number of people 
suffering from both p$dn and sleepless¬ 
ness caused by factors other than pain. 
An analgesic nighttime sleep-aid com¬ 
bination could be rational for such a 
group, in the Panel’s opinion. Its target 


population, however, would include only 
those individuals suffering from both 
symptoms simultaneously. Labeling for 
such a combination would have to state 
clearly that it is for use only when both 
symptoms occur together, not only that 
one or the other is anticipated. 

For combinations containing both 
antihistamines and analgesics, addi¬ 
tional studies are required to show that 
there is a target population requiring 
ingredients concurrently for both pain 
and sleep. Experimental design for such 
studies should Include double-blind in¬ 
vestigations using a factorial design test¬ 
ing the combination against each ingre¬ 
dient and placebo. If evidence is not 
forthcoming within 3 years that each 
ingredient <c.g.. the sleep-aid and the 
analgesic) makes a meaningful con¬ 
tribution to the desired effect, the prod¬ 
uct should be withdrawn. 

10. Inactive ingredients . The Panel 
concludes that OTC drugs should con¬ 
tain only such inactive ingredients as 
are necessary for pharmaceutical 
formulation and are known to be safe 
(e.g„ talc is considered unsafe). 
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F. INACTIVE INGREDIENTS 

The Panel is aware that “active in¬ 
gredients" are defined as those which 
contribute to the claimed effect of a drug. 
All other ingredients in the drug are 
regarded as "inactive ingredients" even 
though they may hove pharmacologic 
activity at higher concentrations or in 
other formulations. 

With respect to the safety of "inactive 
ingredients" in OTC nighttime sloop- 
alds. daytime sedatives and stimulants, 
the Panel has been concerned about fla¬ 
voring agents, coloring agents and par¬ 
ticularly talc. Because of the safety con¬ 
siderations. the Panel has prepared the 
following statement on talc: 

Talc 

The presence of talc in foods, drugs, 
water and beverages has been noted 


(Refs. 1. 2 and 3>. Inhaled talc contain¬ 
ing asbestos is known to be hazardous, 
and even carcinogenic. The effect of in¬ 
gested talc in man is not known, but 
animal experiments indicate that talc 
and asbestos, commonly a contaminant 
of talc, do cross the intestinal epithelium 
and become widely disseminated <Refs. 4 
and 5). In addition, a high incidence of 
stomach cancer has been noted in Jap¬ 
anese men who eat talc-coated rice (Ref. 
1). Langer has stated that talc is con¬ 
taminated often with asbestos and that 
this contamination Is difficult to detect 
except by x-ray diffraction and electron 
microscopy (Ref. 6). This Is an important 
consideration because the carcinogenic 
potential of asbestos is well established. 

One property of asbestos used to dif¬ 
ferentiate it from other fibrous minerals 
is the step-like ends of the fibers as seen 
with the electron microscope (Refs. 7 
and 8). This is evident at magnifications 
of 20,000 to 25,000 and helps to detect 
asbestos fibers in the presence of other 
silicates such as talc or glass which do 
not share this feature (Refs. 9 and 10). 
The detection of the different forms of 
asbestos requires a combination of chem¬ 
ical treatment and x-ray diffraction 
analysis as well as electron microscopy. 
A complicating factor is the particle size 
of the fiber which is a function of the 
method of preparation for industrial use 
(Ref. 7). 

It is strongly urged by this Pane) that 
talc containing asbestos, a noncssentiol 
ingredient, not be permitted to be for¬ 
mulated in OTC products that are meant 
to be ingested. Substitute materials are 
available. The Panel notes that talc is 
described in the United States Pharma¬ 
copeia XIX as a pharmaceutic aid but is 
designated for external use only. The 
Panel notes also the statement by the 
Commissioner published in the Federal 
Register of March 14.1975 <40 FR 11865) 
in which the problem of the nonessential 
and avoidable use of talc Is discussed. 
The Panel concludes that due to the lack 
of sAfety. talc containing asbestos should 
not be permitted in OTC nighttime sleep- 
aids, daytime sedatives and stimulants, 
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IIX. Daytime Sedatives 

A OEKEHAL DISCUSSION 

1. Definition of terms. As Indicated In 
the beginning of this document, the 
Panel is unable to define the term "tran¬ 
quilizer" In relation to drugs for OTC 
use. The Panel concludes that ’ tran¬ 
quilizer" drugs are more properly identi¬ 
fied with medically prescribed psycho¬ 
tropic drugs <such as chlordiarepoxidc 
and diazepam) which axe available only 
by prescription and are "controlled 
substances" under the Federal Controlled 
Substances Act. It is the view of the 
Panel that the terra "tranquilizer" In re¬ 
lation to OTC products is misleading to 
the consumer for it promises a qualita¬ 
tively different effect from that which 
an OTC drug can provide. Therefore, the 
Panel has adopted and uses the term 
"OTC daytime sedative" to describe an 
OTC drug claiming daytime mood mod¬ 
ifying Indications such as "for the relief 
of occasional simple nervous tension." 

2, Benefits and risks . The Panel la 
charged with examining the broad area 
of benefits and risks of OTC medications. 
The risks of OTC daytime sedatives are 
discussed in detail below when specific 
classes of Ingredients are considered. The 
PAnel will consider first the question of 
benefit. The possible determination of 
whether a benefit is produced by a drug 
must precede testing for "effectiveness.” 
The Panel recognizes that even the most 
convincing demonstration of effective¬ 
ness in producing a change Is worthless 
If the change Is detrimental or is of no 
benefit to the consumer. This considera¬ 
tion is always present, though in some 
instances the benefit obtained is rela¬ 
tively obvious. The Panel agrees that 
being relieved of a headache is a bene¬ 
fit. and this Panel has specifically agreed 
that being relieved of difficulty in falling 
asleep can be a benefit. However, the 
Panel is not convinced that there Is a 
benefit inherent in the changes claimed 
to be produced by OTC daytime seda¬ 
tives. 

The labels suggest these substances 
are useful for "occasional simple nervous 
tension." "nervous irritability,” "simple 
nervousness due to common everyday 
overwork and fatigue." The claims fur¬ 
ther suggest use of these products as 
"calmatives." that provide "a relaxed 
feeling" and that "gently soothe away 
the tension." The Panel questions 
whether these claims refer to any de¬ 
finable illness, syndrome or condition 
requiring medication. And the Panel has 
grave doubts as to whether the relief 
of such a "state" constitutes a benefit to 
the user. 

In a situation characterized by a non¬ 
existent or almost nonexistent benefit, 
even a small or moderate risk dearly pro¬ 
duces an unacceptably low benefit-to- 
risk ratio. 


The major class of drugs reviewed for 
use as OTC daytime sedatives is the 
antihistamine group. In its discussion of 
OTC nighttime sleep-aids, the Panel has 
concluded that some antihistamines are 
probably useful, at appropriate doses, in 
producing drowsiness and sleep. This 
same effect, however, constitutes a risk In 
daytime use. The Panel concludes the 
sedative effect of OTC nighttime sleep- 
aids can be hazardous in ambulatory 
patients whose daytime activities require 
mental alertness and coordination. This 
may occur due to the residual effects of 
antihistamines persisting into the wak¬ 
ing state after treatment of sleep diffi¬ 
culties. This Implies that a consumer 
taking the same drug during the wak¬ 
ing hours would be at greater risk from 
drowsiness, reduced reflex response and 
the like because his body would not have 
had time to eliminate a large proportion 
of the drug. Thus, drowsiness and re¬ 
duced ability to respond must be con¬ 
sidered a risk In daytime use. 

In the case of antihistamines the Panel 
doubts that there is any anti-anxiety ef¬ 
fect separable from the production of 
drowsiness. The Panel believes that such 
anti-anxiety psychotropic activity. If It 
exists, most likely would be masked by 
the drowsiness effect 

3. Suitable target population. Based on 
the available scientific data submitted 
for currently marketed products and a 
review of the literature, the Panel at this 
time is unable to determine any demon¬ 
strable indications for which available 
OTC daytime sedatives are useful. 

An appropriate and properly defined 
condition, and clearer than presently 
used claims for a suitable target popu¬ 
lation requiring such medication, must 
be established through the testing guide¬ 
lines set forth later In this document 
before meaningful studies of effective¬ 
ness can be undertaken. (Sec paragraph 
HI D below—Data Required for OTC 
Daytime Sedative Ingredient Evalua¬ 
tion.) 

The Panel Is aware of the argument 
that there is a population which has 
anxiety symptoms for a short period of 
time, e.g., illness In the family, change 
in circumstances, loss of Job, in which 
there would be some possible benefit from 
use of an OTC product while the person 
is adjusting to and overcoming this al¬ 
tered mood. One may well assume that 
such short term mild anxiety symptoms 
will clear up without treatment and/or 
arc susceptible to the placebo effect. It 
is contended by others that the OTC 
product would either reduce the dura¬ 
tion of symptoms or improve the person's 
symptoms during the period of stress. 
The Panel entirely disagrees with this 
view and believes that studies are needed 
to identify and define clearly such a tar¬ 
get population for whom these drugs are 
intended to provide relief. 

4. Measurements of tension. The Panel 
notes that whereas with the present state 
of medical knowledge normal tension or 
changes in mood cannot be properly de¬ 
fined or measured quantitatively in a 
target population for OTC use. other 
forms of tension can be measured. For 
example, depression, anxiety, somatic 


complaints attributed to emotional fac¬ 
tors and psychoneurotic states can be 
measured and it is possible to note modi¬ 
fications or decreases in psychic ten&ior 
with the use of tranquilizers. 

There should be some mechanism to 
determine the level of tension for thest 
anxiety-like symptoms which at this time 
the Panel believes to be so subtle, transi¬ 
ent. and subjective, that they are difficult 
to measure. As studies are confined to 
more and more benign conditions, the 
likelihood of discriminating between drur 
and placebo effect becomes smaller and 
smaller, and questions of practical sig¬ 
nificance become more and more central 
The Panel concludes that it is necessar> 
to prove the safety and effectiveness of 
the ingredients classified as Category III 
for the indication "occasional simp!' 
nervous tension.” 

6. Duration of treatment . Another 
problem arises when the Panel attempt 
to determine the appropriate duratloi. 
tor use of an OTC preparation. It is the 
view of the Panel that if a suitable indi¬ 
cation is identified, then an OTC day¬ 
time sedative should not be used beyond 
2 weeks for a single episode. If an individ¬ 
ual has "occasional simple nervous ten¬ 
sion" every day for longer than 2 week- 
then he is likely to be taking an OTC 
daytime sedative for a condition whic.i 
requires medical intervention. The Pam I 
is concerned that such self-treatme: it 
with an OTC daytime sedative may en¬ 
courage an individual to use these prod¬ 
ucts at higher doses than recommended 
or for longer than a 2-week period, and 
would increase the likelihood of undesli * 
able side effects developing. In addition, 
such an individual would probably not 
seek appropriate medical assistan 
thereby risking more severe psychiatr. 
symptoms. 

6. Summon; of findings. The Panel 
concludes that an OTC daytime sedative 
should not induce excessive drowsines 
reduce alertness, or produce physlolov: 
dependency, tolerance with continue' 
use. or significant toxicity in accidental 
overdose. In addition, an OTC daytime 
sedative should exhibit significant effec¬ 
tiveness in relieving anxiety-like symj - 
toms of occasional single nervous tensi- : 
as demonstrated in weil-con troll o■=: 
double-blind clinical studies in compar 
son with placebo and positive conti .-: 
(Ref. 1). 

The Panel finds no evidence of benefit 
from OTC daytime sedatives. The Pari : 
Questions whether an appropriate target 
population exists; and the Panel believe* 
that any possible "anti-anxiety” benefit 
is inextricable from the "drowsinc 
risk. For these reasons the Panel con¬ 
cludes that the benefit-to-risk ratio for 
this group of agents is unacceptably low 

nraiuics 

<1) Rlckris. K. snd P. T. Heebacbcr. "Over- 
the-Counter Daytime Sedatives: A Con¬ 
trolled Study." Journal of the AmtrUrj* 
Medical Association, 223:29-33. 1073. 

7. Minority statement of the Pane l 
Because the Panel was unable to totally 
agree on all aspects of this document, the 
following minority statement is mode 
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For the group of drugs classed as OTC 
daytime sedatives the minority has found 
no clear evidence of effectiveness, and 
no sharply defined indications. If the 
antihistamines are used in doses that 
have sedative effects these will be due to 
a general, nonspecific central nervous 
system depression. 

If effective, in larger doses, the central 
depression carefully outlined for the use 
of these drugs as OTC nighttime sleep- 
aids would be dangerous to the user 
and/or others in the view of the minority. 
Such effects have been observed as side 
effects in the use of antihistamines for 
treatment of hypersensitivity, motion 
sickness and other indications. Effects 
on driving a motor car or operating other 
machinery are difficult to evaluate. Sen¬ 
sitive techniques for such measurements 
are still in the process of development. 
The Panel’s discussion holds out little 
hope of proving effectiveness and de¬ 
scribes several kinds of clinical trials of 
more or less difficulty. Such trials would, 
if properly conducted, take considerable 
time, probably 4 to 6 years to prove 
effectiveness and to deal with the difficult 
evaluation of safety. 

We believe this interval would con¬ 
stitute an extraordinary time to market 
a group of drugs not deemed effective by 
the minority at present doses and most 
probably unsafe at higher doses. 

As evidence for the possible adverse 
effects of effective doses the minority 
cites the discussion (elsewhere in this 
document) of the warnings about anti¬ 
histamines used as nighttime sleep-aids. 

In accordance with these comments in 
the introductory section above for OTC 
daytime sedatives, the minority believes 
that the OTC daytime sedatives should 
be classified as Category n. 

B. SAFETY AND EFFECTIVENESS 

The Panel finds that currently mar¬ 
keted products which have been classi¬ 
fied as OTC daytime sedatives generally 
contain antihistamines, scopolamlnes or 
bromides either singly or In combina¬ 
tions. Scopolamlnes and bromides have 
been found by the Panel to be unsafe for 
OTC use and will be further discussed 
below. Antihistamines, as stated pre¬ 
viously in the discussion pertaining to 
OTC nighttime sleep-aids, may. in addi¬ 
tion to their antihistaminic action, in¬ 
duce drowsiness when used In the treat¬ 
ment of allergies. (See paragraph n C 
3 a. above—Antihistamines.) 

Furthermore, with respect to the pro¬ 
file of pharmacological activities of the 
antihistamines, the Panel finds that 
there is little or no evidence that such 
drugs poses anti-anxiety psychotropic 
properties comparable to those demon¬ 
strated In clinical studies with the pre¬ 
scription tranqualizers. In the Panel’s 
view, at best, some antihistamines may 
produce a very small Incidence of low in¬ 
tensity sedative activity which would be 
difficult to demonstrate in a signfleant 
portion of the population. Any anti- 
anxiety psychotropic activity, if It ex¬ 
ists, most likely would be related to the 
drowsiness” effect of the antihistamines. 


Therefore, the Panel is concerned with 
a possible danger in "‘treating” simple 
and transient variations in normal mood 
and behavior with OTC products con¬ 
taining antihistamines or any similar se¬ 
dating agent. The Panel believes that 
such drugs affecting mind and mood 
have much broader implications than 
other OTC classes of drugs (e.g., ant¬ 
acids. laxatives) in that alterations in an 
individual's mood indirectly affects other 
individuals. There is also possible danger 
that because of the excessive sedation, 
individuals with normal onxiety-llkc 
symptoms will involuntarily and un¬ 
wittingly suffer reduced alertness, abil¬ 
ity to concentrate and motor coordina¬ 
tion. It is the view of the Panel that 
such use will restrict the individual’s 
ability to cope with his environment. In 
the case of antihistamines, depressant 
effects appear at low concentrations and 
excitatory effects at high concentra¬ 
tions (Ref. 1); however, this varies from 
person to person. In some cases the ex¬ 
citatory effect is dominant even at low 
concentrations, and In other cases anti¬ 
histamines produce depression through¬ 
out the normal dosage range so that 
therapeutic effects lack predictability. 

In the general population, many people 
experience tension and most people have 
learned how to deal with it. Where ten¬ 
sion becomes disabling, some individuals 
need medical assistance (c.g., counsel¬ 
ing > and/or psychotropic medication. In 
such cases, effective psychotropic drugs 
do exist but arc available only on pre¬ 
scription. In the review of the Ingredi¬ 
ents submitted and identified in para¬ 
graph I A 2 of this document, the Panel 
concludes that it is highly unlikely that 
such ingredients could be shown to be 
effective because normal tension or 
anxiety is difficult to measure in a target 
population by current medical standards. 

A suggestion was made in one submis¬ 
sion (Ref. 2) to replace alcohol use (or 
abuse) with OTC daytime sedatives 
when individuals, emotionally upset or 
unable to cope with particular life 
stresses, would normally turn to alcohol 
The Panel is aware that there is massive 
alcohol abuse in the U.S. and that there 
are also thousands of people who misuse 
and abuse drugs in this country. 

8ince the primary function of OTC 
products is to relieve symptoms of self- 
limiting diseases not requiring medical 
intervention, the Panel has concluded 
that OTC daytime sedative self-medica¬ 
tion is not safe and not effective in the 
treatment of serious emotional and be¬ 
havioral problems, including chronic 
alcohol and/or drug abuse. A substitution 
of OTC daytime sedatives for alcohol will 
certainly not exert any constructive ef¬ 
fects on the individual's basic psychologi¬ 
cal or environmental problems. Where 
Individual subjects are using alcohol to 
resolve serious personal life stress prob¬ 
lems, they most likely would require 
medical and often psychiatric interven¬ 
tion. Use of an OTC daytime sedative as 
a substitute for alcohol in relieving life 
stress is particularly contraindicated 
since it delays proper medical treatment. 


The Pane! also takes note of the fact 
that there is a very high frequency of 
cases of poisoning Involving simultane¬ 
ous use of sedative drugs and alcohol: 
the additive effects of these agents can 
lead to serious toxicity. The Panel is not 
aware of any data to support the con¬ 
tention that nonuse of daytime sedatives 
marketed for "occasional simple nervous 
tension.” or the like, leads to abuse of 
alcohol or alcoholism. The epidemiology 
of alcohol abuse Is an extremely complex 
subject that allows very few '"causative” 
statements to be made. It is conceivable 
that there may be situations where 
drugs should be substituted for alcohol 
abuse but that is more properly the prov¬ 
ince of the physician with a great deal 
of experience in dealing with alcohol 
abuse and certainly is far beyond the 
scope of this Panel’s Inquiry. 

The Panel concludes, based upon the 
current available data and the lack of 
well-defined indications for safe OTC 
use. that if there is to be pharmacologi¬ 
cal intervention in cases of anxiety-like 
symptomatology, the drugs of choice are 
tranquilizers available by prescription. 
The Panel notes that these drugs have 
been extensively studied and evaluated 
as psychotropic drugs. The Panel recog¬ 
nizes that methapyrilene, pyrilamlne 
and phcnyltoloxamlne have been 
marketed for OTC daytime sedative 
activity. The Panel is unaware of mean¬ 
ingful data which demonstrate that these 
ingredients have psychotropic activity. 
Therefore, the Panel has placed metha- 
pyrilene. pyrilamlne and phenyltolox- 
amJne In Category in since available 
data are Inadequate to show that they 
are safe and effective as daytime seda¬ 
tives. However, the Panel emphasizes 
that the reason for Category III includes 
the Panel’s determination of a low bene- 
fit-to-risk ratio and lack of an appro¬ 
priate target population—not merely in¬ 
sufficient proof of effectiveness. 

The Panel has reviewed the available 
published and unpublished materia! re¬ 
lating to the effectiveness of products 
marketed as OTC daytime sedatives. 
Only one controlled clinical trial evaluat¬ 
ing the role of OTC daytime sedatives in 
mild to moderately anxious patients ex¬ 
ists in the literature (Ref. 3). In this 
study, a claimed OTC daytime sedative 
containing methapyrilene, pyrilamlne 
maleate and scopolamine is compared 
with aspirin, a tranquilizer and placebo 
in a 2-week clinical trial. The results 
may be summarized as indicating chlor- 
diazepoxide to produce significantly more 
improvement than the other three agents 
which did not differ significantly from 
each other. In fact the OTC product was 
no different from placebo in effectiveness. 

Besides the published study mentioned 
above, there are only two unpublished re¬ 
ports in the submissions (Refs. 4 and 5). 

The first unpublished report (Ref. 4> 
does not provide enough details to eval¬ 
uate it fully. This study uses only 25 
subjects, and a design which identifies 
drug and placebo simply as A and B, per¬ 
mitting users to determine which drug 
they are ingesting, thus destroying the 
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double-blind design. The study suggests 
mild sedative activity of the daytime 
drug, but it is not possible for the Panel 
to draw conclusions which support the 
effectiveness of the drug reviewed. 

The statistical results in the second 
unpublished report (Ref. 5) at first sight 
are more impressive, since the signifi¬ 
cance obtained is acceptable for clinical 
studies. However, the fact that patients 
with headaches had to be omitted for 
such significance to occur is unfortunate. 
It is well known that tension often has 
headache as one of its major symptoms 
<60 percent of the patients in this study 
had headache), and breaking any link 
in the tension-hcadache-tenjslon cycle by 
drug treatment is usually sufficient to al¬ 
lay both the tension and the pain. The 
Panel suggests that one of the major 
areas for testing Is whether an OTC day¬ 
time sedative can relieve the tension- 
headache-tension cycle itself or must be 
in combination with an analgesic. 

One other problem concerns the choice 
of subjects. These were patients who w ere 
seen for "other complaints which did not 
interfere with the evaluation of the sed¬ 
ative." It was not clear how the inestiga- 
tors were sure of that fact. Almost any 
complaint considered serious enough for 
the patient to consult his physician could 
be associated with some degree of stress, 
which might conceivably interfere with a 
tension-sedative treatment program. 

The possibility mentioned by the au¬ 
thors that some patients took aspirin 
during the study period is unfortunate 
because aspirin could significantly alter 
the tension state by reducing a headache 
or other nagging body pains which con¬ 
tributed to the tension state. Since the 
authors did not indicate the number of 
patients who took aspirin, it is difficult to 
evaluate its effect on the results obtained. 

Finally, in the first part of the study. In 
a sample group of 87 patients, drug and 
placebo responses were practically iden¬ 
tical. Drug-placebo differences were only 
obtained in the crossover portion of the 
study and no differences were observed 
comparing the OTC sedative <N=40 pa¬ 
tients) and placebo CN=47 patients) 
when given first (Ref. 6). 

This report is the only one available to 
date which may possibly be considered as 
providing some support for the effective¬ 
ness of an OTC daytime sedative. How¬ 
ever, the separation between tease indi¬ 
viduals who have and who do not have 
headache, both for the purpose of pro¬ 
ducing statistical significance in the 
study and for identifying potential users 
of the OTC drug In practice, does not 
seem to be a realistic approach In light of 
the frequent occurrence of headaches in 
tense Individuals. In addition, the OTC 
drug was often used only once daily, and 
without having data as to the time of day 
the drug was taken. One cannot exclude 
the possibility that the OTC drug was 
primarily used in the evening, as a mild 
sleep Inducer and not as a daytime seda¬ 
tive, since it might tend to slant the re¬ 
sults toward greater effectiveness. 

In summary, the Panel is aware of only 
one published controlled study (Ref. 3). 


This study established clearly the meth¬ 
odology for clinical studies of OTC day¬ 
time sedatives and the ineffectiveness of 
the OTC sedative combination in reliev¬ 
ing mild anxiety tension. The only claims 
of effectiveness of OTC daytime sedatives 
have been offered by two submissions to 
the Panel (Refs. 5 through 8). Of the 
data submitted, only one study (Ref. 5) 
presents data on the effectiveness of OTC 
daytime sedatives and that study has 
deficiencies discussed earlier in this 
document. 

After reviewing ail available data, the 
Panel therefore concludes that there is 
lack of sufficient evidence presently avail¬ 
able to support the use of OTC daytime 
sedatives. Only after an Indication can 
be identified, the sedating effects of anti¬ 
histamines are resolved and a number of 
well-designed double-blind clinical stud¬ 
ies demonstrate significant drug-placebo 
differences, could such drugs be recom¬ 
mended for OTC daytime sedative use. 
The Panel doubts however that the 
claimed effects are more than placebo 
effects. 

Labeling 

The Panel has found difficulty In estab¬ 
lishing labeling for OTC daytime seda¬ 
tives. Since currently marketed products 
contain antihistamines, the Panel rec¬ 
ommends that such products contain the 
following warning: "Caution: This prod¬ 
uct contains an antihistamine drug and 
may cause drowsiness. Avoid driving a 
motor vehicle or operating heavy ma¬ 
chinery.'* The Panel recommends that 
the term "antihistamines” should be 
prominently written and displayed in 
large letter print on the label of OTC 
daytime sedatives. Since OTC daytime 
sedatives contain ingredients similar to 
those in OTC nighttime sleep-aids, the 
Panel recommends many of the warnings 
established above for OTC nighttime 
sleep-aids. (See paragraph IIC1. above— 
Conditions under which nighttime sleep- 
aids are generally recognized as safe and 
effective and are not misbranded ,) 

The Panel recommends that Category 
HI products be labeled as follows: 
"Warning: This product has not been 
demonstrated to be effective to the satis¬ 
faction of the Food and Drug Adminis¬ 
tration." In addition, the Panel is con¬ 
cerned about advertising claims of effec¬ 
tiveness for OTC daytime sedatives be¬ 
fore clinical studies demonstrate effec¬ 
tiveness. The Panel concludes that such 
advertising is unfair to the consumer and 
should be banned during this period of 
testing. 
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C. CATEGORIZATION OF DATA 

1. Conditions under which daytime 
sedatives are generally recognized as 
safe and effective and are not mis¬ 
branded. 

Active Ingredients 

After carefully reviewing all data 
available, the Panel is unaware of any 
active ingredients which are safe and 
effective and not misbranded. 

Labeling 

The Panel concludes that the warn¬ 
ings applicable to OTC nighttime sleep- 
aids are, in general, also appropriate for 
OTC daytime sedatives. 

The Panel recommends the following 
general labeling for daytime sedative ac¬ 
tive ingredients to be generally recog¬ 
nized as safe and effective and not mis¬ 
branded: 

a. Indications. I Reserved]. 

b. Warnings. (I) "For adults only. Do 
not give to children under 12 years of 
age/* 

(2) "Do not take this product if preg¬ 
nant or if nursing a baby." 

(3) "Do not take this product if you 
are presently taking a prescription or 
other OTC drug, without consulting your 
physician or pharmacist/’ 

(4) "If condition persists continuously 
for more than 2 weeks, consult your 
physician." 

(5) "Take this product with caution 
if alcohol is being consumed." 

(6) For products containing an anti¬ 
histamine: " Caution: This product con¬ 
tains an antihistamine drug and may 
cause drowsiness. Avoid driving a motor 
vehicle or operating machinery." 

2. Conditions under which daytime 
sedatives are not generaly recognized as 
safe and effective or are misbranded. 

Active Ingredients 

After carefully reviewing all data sub¬ 
mitted. as well as additional evidence 
provided by consultants to the Panel and 
the results of an extensive literature 
search, the Panel concluded that the 
following OTC daytime sedative ingre¬ 
dients should either be removed from or 
not permitted on the market because of 
Inadequate safety data relating to tox¬ 
icity and excessive sedation, as well ns no 
effectiveness data. The Panel found no 
scientific basis or even sound theoretical 
reasons for claimed effectiveness of 
these following ingredients to be used In 
OTC daytime sedatives: 
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Actitv Ingredient* 
Antihistamines 

Diphenhydramine hydrocholoride 
Doxylamine succinate 

Bromides 

Ammonium bromide 
Potato! um bromide 
Sodium bromide 

Scopolamine Compounds 
Scopolamine amlnoxide hydrobromide 
Scopolamine hydro bromide 

Miscellaneous Compounds 
Acetaminophen 
Aspirin 
Salicyiamlde 
Niacinamide 
Thiamine hydrochloride 

a. Antihistamines. The Panel lias ex¬ 
haustively reviewed the literature re¬ 
lating to the use of these antihistamines 
as OTC nighttime sleep-aids and daytime 
sedatives and conculdes that while the 
pharmacological effects of these com¬ 
pounds may be of value as nighttime 
sleep-aids as discussed earlier in this 
document, there are insufficient data to 
determine if these antihistamines are 
safe or effective as daytime sedatives for 
OTC use. 

(1) Diphenhydramine hydrochloride. 
The Panel concludes that diphenhy¬ 
dramine hydrochloride cannot be gen¬ 
erally recognized as safe or effective be¬ 
cause there are no data to support 
clinical effectiveness os a daytime seda¬ 
tive product. The Panel notes that no 
submission was received for this In¬ 
gredient as an OTC daytime sedative and 
that It has never been marketed for this 
activity. In addition, unlike the extensive 
clinical use of diphenhydramine as a 
nighttime sleep-aid, there are no clinical 
reports or clinical experience with this 
ingredient as a daytime sedative. 

In the discussion above relating to 
diphenhydramine hydrochloride for use 
as a nighttime sleep-aid, the Panel has 
carefully set forth the action as W'cll 
as side effects of this ingredient. Prom 
this discussion the Panel is unable to 
determine how this ingredient should be 
employed in OTC daytime sedatives. All 
of the discussion in the nighttime sleep- 
aid area tends to show diphenhydramine 
hydrochloride as an ingredient which will 
result In excessive drowsiness at thera¬ 
peutic levels resulting either in sleep or 
decreased motor function, <e.g.. inability 
to function properly when driving or 
operating machinery). 

(2) Doxylamine succinate. The Panel 
concludes that doxylamine succinate 
cannot be generally recognized as either 
safe or effective because there are no 
data to support clinical effectiveness as 
a daytime sedative product. The Panel 
notes that no submission was received 
for this ingredient as an OTC daytime 
sedative and that it has never been 
claimed or marketed for this activity. 

In the discussion above relating to 
doxylamine succinate for use as a night¬ 
time sleep-aid, the Panel has carefully 
set forth the action as well as side ef¬ 
fects of this ingredient. From this dis¬ 
cussion the Panel Is unable to deter¬ 
mine how this ingredient should be 


employed in OTC daytime sedatives. All 
of the discussion in the nighttime sleep- 
aid area tends to show doxylamine suc¬ 
cinate as an agent which will cause 
drowsiness, although only two clinical 
reports on the effectiveness of dox¬ 
ylamine as a nighttime sleep-aid have 
been found. No reports have been found 
on the use of this Ingredient as a daytime 
sedative. 

b. Bromides ( ammonium, potassium , 
sodium). Based on the discussion above 
relating to bromides for use as a night¬ 
time sleep-aid. the Panel concludes that 
they are unsafe as daytime sedatives. 
If taken over the period of time needed 
to reach therapeutic levels, severe toxic 
symptoms frequently occur. This is be¬ 
cause bromides and chlorides are cleared 
from the kidney, but bromide clearance 
is slightly less efficient, so that the 
bromide level tends to build up. 

The only submitted product suggests 
a dosage level of not less than 600 mg 
and not more than 1.800 mg per day 
of a combination of all three bromide 
salts. This product, which claims “calma¬ 
tive'* action, sets no limit on the length 
of use of bromides. Yet. to use the 
bromides chronically without monitoring 
the patient's chloride balance and serum 
bromide is, in the Panel's view, not safe 
medical practice since small changes In 
chloride intake or small changes in renal 
function can lead to severe poisoning. 

The Panel concludes that ammonium 
bromide, potassium bromide and sodium 
bromide, which act by displacement of 
body chloride, if taken in dosage levels 
presently recommended, do not act as 
daytime sedatives in a single dose. If 
taken over the period of time needed 
to reach therapeutic levels, severe toxic 
symptoms frequently occur. In addition, 
bromides readily cross the placental bar¬ 
rier, which might result in teratogenic 
effects such as mental retardation of the 
offspring. 

The discussion of bromides in the 
nighttime sleep-aids section shows not 
only that the bromides are agents which, 
once they finally reach therapeutic levels, 
can cause excessive drowsiness, but also 
shows them to possess sufficient toxic 
characteristics to render them unsuit¬ 
able for use as OTC daytime sedatives. 

c. Scopolamine compounds (scopola¬ 
mine hydrobromide, scopolamine ami- 
noxide hydrobromide) . The Panel con¬ 
cludes that these compounds are unsafe 
because of their extensive toxicity and 
are Ineffective In presently marketed 
dosages. 

In the discussion above relating to sco¬ 
polamine for use as a nighttime sleep- 
aid. the Panel has carefully set forth the 
action as well as toxic effects of this In¬ 
gredient. Prom this discussion the Panel 
Is unable to determine how this ingredi¬ 
ent should be employed in OTC daytime 
sedatives. All of the discussion In the 
nighttime sleep-aid area tends to show 
scopolamine compounds as agents which 
may result in extensive toxicity without 
any data to support their clinical effec¬ 
tiveness as daytime sedatives. 

d. Miscellaneous compounds ( acetami¬ 
nophen , aspirin , salicylamide, niacina¬ 


mide, thiamine hydrochloride) . The 
Panel concludes that these compounds 
are Irrational for use either singly or In 
combination as daytime sedatives. The 
Panel is unaware of any data for anal¬ 
gesics (acetaminophen, aspirin, salicyla¬ 
mide) or vitamins (niacinamide, thia¬ 
mine hydrochloride) which support their 
use as daytime sedatives. 

Labeling 

As stated in the beginning of this sec¬ 
tion. the Panel has concluded that there 
appear to be no clear cut Indications for 
the use of OTC daytime sedatives, and 
that the area of normal or relatively nor¬ 
mal variations in mood Is probably not 
an appropriate one for pharmacological 
intervention. An indication has not been 
clearly identified. All but one labeling 
claim has rlac*d in Category IT. 
Therefore, claims such as "nervous Irri¬ 
tability." •‘nervous tension headache.** 
"simple nervousness due to common 
everyday overwork and fatigue.” "a re¬ 
laxed feeling," "calmative,” "calming 
down and relaxing," "gently sooth awny 
the tension." and "resolving that Irrita¬ 
bility that ruins your day," shall not bo 
used. Only the labeling claims in Cate¬ 
gory ITT identified below may be used 
during the testing period provided. 

3. Conditions under xchich the avail¬ 
able data are insufficient to permit final 
classification at this time. The Panel con¬ 
cludes that adequate and reliable scien¬ 
tific evidence is not Available to permit 
final classification of the claimed active 
ingredients and labeling listed below : 

Active tngrrdimt$ 

A ntfh Istomin** 

M*thapyr11*-e fumarate 
Mcthonyrilcne hydrochloride 
Phcnylto!ox-*mi"* dlhydrofcn citrate 
Pyrtlaintne molest* 

a. Antihistamines. A s noted in the dis¬ 
cussion above, the Panel finds that there 
is little or no evidence that antihista¬ 
mines possess desirable daytime sedative 
properties. 

<1> Methapyrilene hydrochloride, 
methapyrilcnc fumarate, pyrUaminc 
maleate. The Panel concludes that there 
Is insufficient evidence to permit final 
classification of methapyrilene hydro¬ 
chloride, methapyrilene fumarate and 
pyriJaminc maleate for use in a daytime 
sedative product. The methapyrilene* 
appear in a number of marketed OTC 
products with daytime sedative claims. 
Pyrilamlne anpears in one OTC com¬ 
bination marketed product submitted to 
the Panel and, therefore, there are no 
data on the single ingredient. 

In the discussion above relating to 
the methnpyrflenes and pyrilamlne for 
use as nighttime sleep-aids, the Panel 
has carefully set forth the actions as 
well as side effects of these ingredients. 
From these discussions, the Panel is un¬ 
able to determine how these ingredients 
should be employed in OTC daytime 
sedatives. The Panel concludes that 
additional studies as outlined in the 
testing guidelines below are necessary' 
to demonstrate the safety and effectlve- 
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ness of these ingredients as daytime sed¬ 
atives. The Panel concludes that the 
dosage to be marketed during the testing 
period provided be limited to 25 to a 
maximum 50 mg single dose up to 4 
times a day for methapyrtlenc <fumarate 
and hydrochloride) and to 10 to a maxi¬ 
mum 25 mg single dose up to 4 times a 
day for pyrilamine maleate in studies 
of safety and effectiveness as daytime 
sedatives. 

(2) Phcnyltoloiximine dihydrogen cit¬ 
rate. The Panel concludes that there 
is insufficient evidence to permit final 
classification of phenyl toloxamlne di- 
hydrogen citrate for use in a daytime 
sedative product. The drug is currently 
promoted as a “calmative” in an OTC 
combination drug product. Since the 
drug is being marketed in a combination 
and no data are available on the Ingredi¬ 
ent alone as an OTC drug, the Panel has 
placed it In Category III os a daytime 
sedative. 

In the discussion above relating to 
phenylotoioxamine dihydrogen citrate 
for use as a nighttime sleep-aid, the 
Panel has carefully set forth the actions 
as well as side effects of this ingredient. 
From these discussions, the Panel is un¬ 
able to determine how this ingredient 
should be employed in OTC daytime 
sedatives. The Panel concludes that 
additional studies as outlined in the test¬ 
ing guidelines below arc necessary to 
demonstrate the safety and effectiveness 
of this ingredient as a daytime sedative. 
The Panel concludes that the dosage to 
be marketed during the testing period 
provided be limited to 50 to a maximum 
100 mg single dose up to 4 times daily for 
phenyltoloxamlne dihydrogen citrate in 
studies of safety and effectiveness as a 
daytime sedative. 

Labeling 

It is the view of the Panel that there 
are insufficient data to permit final 
classification of the following labeling 
claim for an OTC daytime sedative prod¬ 
uct. Labeling for Category HI shall only 
Include “occasional simple nervous ten¬ 
sion.” This is the only labeling claim 
that may be used for such products dur¬ 
ing me 3-year testing period provided 
for the additional studies which are nec¬ 
essary and are described below. (See 
paragraph in D below—Data Required 
for OTC Daytime Sedative Ingredient 
Evaluation). The Panel further con¬ 
cludes that Category in products be 
labeled as follows: "Wanting: This 
product has not been demonstrated to 
be effective to the satisfaction of the 
Food and Drug Administration.” 

D. DATA REQUIRED TOR OTC DAYTIME 
SEDATIVE INGREDIENT EVALUATION 

The Panel is unable to determine a 
class of drugs that are safe and effective 
in the relief of anxiety-like symptoms 
for daytime OTC use. The Panel has 
classified the antihistamine Ingredients 
methapyrilene, pyrilamine and phenyl- 
toloxaminc. currently marketed in com¬ 
bination products for daytime sedative 
use. in Category in. The Panel Is of the 
opinion that if an indication for an ap- 


PROPOSED RULES 

proprtatc population can be properly 
defined with labeling that clearly ex¬ 
plains the use and limits of OTC daytime 
sedative products, then testing of ap¬ 
propriate active ingredients in a maxi¬ 
mum dosage and container size might be 
feasible to demonstrate the safety and 
effectiveness of the ingredients. The 
Panel doubts, however, that any such 
effectiveness can be differentiated from 
the placebo effect. Were such testing to 
occur the Panel believes that the follow¬ 
ing guidelines should be considered for 
the evaluation of safety and effective¬ 
ness of an agent to be used as an OTC 
daytime sedative. 

Any claimed ingredient(s) or labeling 
claim classified by the Panel as Cate¬ 
gory in should be evaluated using the 
concepts and methodology described be¬ 
low in the suggested guidelines. 

1. Minimum requirements to deter¬ 
mine safety and effectiveness. The active 
ingredient must be safe in the doses sug¬ 
gested on the labeling for OTC use. 
Safety should be evaluated using the 
current requirements for prccllnical 
testing in animals as defined in 21 CFR 
312.1 • a) (2»6.a. 

If an active Ingredient is used as an 
OTC daytime sedative in doses sufficient 
to be effective, any central nervous sys¬ 
tem depression then becomes a poten¬ 
tially hazardous effect in addition to any 
therapeutic action that may be achieved. 
In the daytime, any deficit in the rate of 
reaction to stimuli, in alertness and or 
motor coordination or in sensory dis¬ 
crimination may endanger the user of 
the drug. In the event that the user is 
the operator of a mechanical device or 
vehicle, he may endanger himself or 
other persons. These considerations 
weigh heavily in the opinion of the Panel 
because it is the view of the Panel that 
such deficits in motor and sensory func¬ 
tion will be incurred if large enough 
doses of the active ingredient are em¬ 
ployed to be effective in a daytime sed¬ 
ative. Thus, the effects of an active 
ingredient which are acceptable and even 
desirable from use of an OTC nighttime 
sleep-aid product may be dangerous and 
are certainly unacceptable for an OTC 
daytime sedative. 

Evidence should be provided that the 
drug does not, in doses recommended, 
cause such impairment of motor or sen¬ 
sory performance that the subject may 
endanger himself or others. This ap¬ 
plies to household appliances, the op¬ 
eration of machinery Including surface, 
subsurface, or airborne vehicles, lathes, 
production-line equipment and the like. 
It includes the possibility of failure to 
react fast enough to an oncoming auto or 
other vehicle while crossing a street as a 
pedestrian. These cases are intended to 
be illustrative and not all-inclusive. 

A drug used for self-treatment of 
symptoms such as “occasional simple 
nervous tension” must be more effective 
than a placebo. The Panel recognizes 
that such proof is difficult to demonstrate 
for an OTC daytime sedative because the 
“disease” or symptom 1s generalized and 
at best is ill-defined. The Panel is con¬ 
cerned that since such an episode is 


likely to be transient or at least poorly 
defined, anecdotal evidence of effective¬ 
ness has been the only type adduced. On 
the other hand, the usual clinical tri&Ls 
may not accurately reflect the actual 
effect of the drug. 

Conventional drug trials, properly 
double-blinded, should demonstrate a 
dose-response effect and, hence, safety 
and effectiveness of the drug. If this 
cannot be achieved, proof of effectiveness 
becomes more difficult. In addition, there 
should be provision for large scale field 
studies in a well-defined target popula¬ 
tion requiring such OTC drug use, prop¬ 
erly carried out by objective investiga¬ 
tors. Such trials can be done by dispens¬ 
ing unlabeled drugs and placebos, includ¬ 
ing drugs known to be effective, to care¬ 
fully selected control and experimental 
subjects. Information may be collected 
by questionnaire and/or Interview. The 
interpretation of the complaint and of 
the effect (What is “nervousness”? and 
What constitutes relief of anxiety ?> 
make inquiries of this type difficult but 
not impossible. 

The problem of effectiveness is difficult 
because its appraisal involves subjective 
responses. These responses can be inter¬ 
preted by statistical methods, but, first, 
they must be defined sharply and indica¬ 
tions for the use of the drugs must be 
sharply defined too. Psychological scales 
exist and may be used in the Clinical 
trials. Methods for setting forth criteria 
of anxiety, selecting subjects, and the use 
of rating scales of anxiety do exist as 
discussed in the volume edited by Levine 
et al. (Ref. 1), the FDA guidelines for 
evaluation of psychotropic drugs (Ref 2» 
and in the Panel’s testing guidelines 
described below, 

2. Assessment of suitable target popn- 
latton. A number of appropriate subjects 
displaying mild to moderate symptom* of 
anxiety and tension who would most 
likely use such OTC products must be 
identified. The Panel is unable to deter¬ 
mine any proper indications for the use 
of an OTC daytime sedative. A well- 
defined condition(s) existing in a suit¬ 
able target population requiring such 
medication must be established before 
meaningful studies of effectiveness can 
be undertaken. 

3. Clinical studies in a suitable target 
population. If a target population is iden¬ 
tified. subjects should be studied for sub¬ 
jective effects for the proposed data*. 
Subjects should exhibit such anxiety-like 
symptoms within the target populate n 
expected to take the drug. The Panel sug¬ 
gests several well-controlled studies util¬ 
izing two major approaches: (1) Contin¬ 
uous treatment studies of 2-week dura¬ 
tion, where the drug is continuously given 
about 3 to 4 times daily, using between- 
patient design. The patient evaluates lit* 
emotional state dally as well as more in¬ 
tensively weekly, and the physician eval¬ 
uates the patient also at weekly intervals 
(2) Occasional use studies, in which the 
drug is used as needed, Le.. only occa¬ 
sionally. for temporary symptoms. The 
patient evaluates his or her emotional 
state before and after he takes his medi¬ 
cation for a given symptom occurrence. 
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The physician will monitor the patient at 
infrequent intervals. In this latter group 
of studies a between-patient or a with in¬ 
patient (crossover) design may be util- 
teed. Although not required, a positive 
control could be used for measuring the 
activity of the drug against that of a 
known psychotropic drug. Such addition 
would also serve as a yardstick of the ap¬ 
propriateness and sensitivity of the 
study population for detecting drug- 
placebo differences. If several doses of a 
drug are to be studied, a larger number 
of groups Is required. For Instance, if a 
combination containing two Ingredients 
(A-f B> Is studied, the design should in¬ 
clude four separate groups, one taking 
placebo, one taking A, one taking B and 
one taking A-f B. Subjects are to be as¬ 
signed by systematized randomization 
with packaging and coding of the drug 
on an individual patient basis rather 
than on a treatment group basis. The 
Panel is concerned that the integrity of 
the study be maintained, that subjects are 
not able to determine drug from placebo, 
sine© the findings are heavily dependent 
on subjective responses. 

The variables to be Investigated In¬ 
clude the subject’s estimate of relief for 
the claimed effect and a report of any 
side effects. 

4. Guidelines for studies of daytime 
sedatives, a. Objectives. TTie overall ob¬ 
jectives are: (1) to determine the effects 
of the drug in individuals with mild to 
moderate symptoms of anxiety and ten¬ 
sion likely to use such an OTC drug. (2) 
to determine the subjects’ estimate of 
improvement for the claimed symptoms, 
an estimate of how well they fell after 
drug treatment and (3) to determine any 
preferences the subjects may have be¬ 
tween treatments (drug versus positive 
control or placebo). 

b. Sample considerations. Subjects 
should exhibit mild to moderate symp¬ 
toms as suggested for the labeling claims, 
eg., simple nervous tension. Subjects 
with severe or chronic anxiety-like symp¬ 
toms are not candidates for self-medica¬ 
tion. sinco they should be under the 
hupervlsion of a physician. 

A variety of populations differing aa to 
age. sex. diagnostic categories, social 
class, treatment setting, previous treat¬ 
ment. etc., may be studied. Within each 
.study (or subgroup in studies of sufficient 
si 2 C), subjects should be selected to be as 
homogeneous as possible regarding the 
variables above. Patients with strong 
toclopathlc trends, alcoholism, organic 
brain disorder, character disorder, evi¬ 
dence of schizophrenia or glaucoma and 
patients in need of analgesic, hypnotic," 
or anticholinergic medication should be 
excluded. In any case, full reporting of 
subjects’ characteristics is necessary to 
ullow for adequate interpretation of re¬ 
sults. Exclusions should be stated. 

c. Sample size. The study should use 
separate large groups containing 40 to 
80 subjects per group. In a study com¬ 
paring separate groups, a minimum of 
two groups (drug and placebo) are nec¬ 
essary. A large number of groups are re¬ 
quired If several doses of a drug are 
studied or if a combination of several 


ingredients are evaluated, each ingredi¬ 
ent should be compared to the combina¬ 
tion and a placebo. This sample Is about 
twice the size recommended for antl- 
anxlety prescription drug testing (Ref. 
1). This large sample size is needed be¬ 
cause the effects being investigated are 
expected to be small in relation to those 
found for psychotropic drugs. 

d. Settina. Environmental variation In 
influences should be decreased as much 
as possible In each study. Different treat¬ 
ment environments may be used which 
should be similar to those likely to be 
found among users (consumers) of such 
OTC products. 

e. Investigators. The investigators 
should be experienced In evaluating 
drugs affecting the central nervous sys¬ 
tem and In the conduct of clinical trials. 
The Pane! recommends that evidence for 
the qualifications of investigators should 
be provided to the FDA prior to onset of 
any study. The Panel has recommended 
this (1) to ensure a high quality and re¬ 
liability of the investigations and (2) to 
protect the health of human subjects 
who participate in such studies. 

f. Design. Of primary importance arc 
well-controlled studies designed to in¬ 
vestigate the safety and effectiveness of 
the drug as a daytime sedative. 8pecial 
consideration should be given to controls, 
duration of study, dosage, and design 
which do not interfere with validity (bio- 
statistical conxulation is recommended) 
to accommodate greater variations in 
settings, and subjects. A washout period 
may be applicable in the limited treat¬ 
ment clinical studies, but may be omitted 
In the occasional-use and consumer sur¬ 
vey studies when a broader experience 
with the drug is being gathered. 

g. Dosage. A flexible dosage schedule 
should be used with increasing amounts 
up to the dosage level proposed to be 
available for OTC drug use. 

h. Duration. The duration of studies 
may vary from 1 to 2 weeks. In most 
cases the drug will be taken for tem¬ 
porary relief and occasional use, and 
therefore, long-term studies are not ab¬ 
solutely essential. However, the Panel 
believes that such studies are advisable. 

1 Assessment . Activity as a daytime 
sedative should be determined by stand¬ 
ard validated rating scales. Ratings 
should be repeated at Intervals during 
the treatment regimen in addition to a 
baseline evaluation. Determination of 
safety and effectiveness should include 
subjective reports from patients or sub¬ 
jects and objective reports by profes¬ 
sional observers, eg., observations of a 
nurse. Assessment measurements should 
also include appropriate scales to dis¬ 
tinguish between sedation and occasional 
nervous tension. 

5. Suggested studies for evaluation of 
daytime sedatives. The Panel concludes 
that any one of the following studies 
could be performed to demonstrate the 
safety and effectiveness of a daytime sed¬ 
ative: 

a. Continuous treatment study. A study 
of 2 weeks could be performed in indi¬ 
viduals who use these products on a con¬ 
tinuing basis Patients should be evalu¬ 


ated by a physician frequently. In the fol¬ 
lowing sequence: previous to beginning 
the study, perhaps every 3 days during 
the study, and at the completion of the 
study. Patients should also evaluate 
themselves with global Improvement 
measures and more circumscribed rating 
scales. 

b. Occasional use study. Such a study 
could be performed In patients with 
symptoms requiring the drug for occa¬ 
sional use only, perhaps once or twice a 
week. In these cases, a patient could 
maintain a personal log with a subjective 
evaluation of symptom relief. In such a 
study, global ratings and mood scales 
(adjective check test) may represent rel¬ 
evant outcome criteria. In such a study, 
the subject would be evaluated by a phy¬ 
sician on a more Infrequent basis. 

6. Minimum data required for classi¬ 
fication as a Category l ingredient . The 
Panel recommends that the testing 
guidelines above be used; they are 
adopted from the recent FDA guideline 
draft on psychotropic drugs (Ref. 2) as 
well as on the recently published book by 
Levine etal. (Ref. 1). 

The Panel recommends that at least 
two studies using each of the two sug¬ 
gested designs be carried out Initially, 
Further studies should then be carried 
out using the study type which was mot t 
sensitive in detecting drug-placebo dif- 
fernces In the original four studies. This 
is necessary to demonstrate that any ob¬ 
served differences In treatment effects 
were not of a spurious nature. 

If the four original studies should all 
be unable to differentiate drug and place¬ 
bo. further testing would seem inadvis¬ 
able. On the other hand, if all four 
original studies showed clear-cut drug- 
placebo differences, future studies would 
also not be needed and the particular 
drug in question could be moved from 
Category in to Category 1. 

(1) "Principle* and Problem* la Estab¬ 
lishing the Efficacy of Psychotropic Agent*." 
Edited by Levine. J.. B. Schiele, and L. Bou- 
Uillet. United 8t*tes Public Health Service 
Publication No. 2138. (1871). 

(2) “Guidelines for the Conduct of Clin¬ 
ical Trials: PDA Guidelines Tor Psychotropic 
Drugs," Psychopharmacology Bullrtm, 
10:70-81, 1974. 

E, COMBINATIONS OF ACTIVE INGREDIENTS, 

As noted earlier in this document, the 
Panel has not identified an indication 
or appropriate active ingredients for use 
In OTC daytime sedatives. If a properly 
defined indication can be Identified and 
appropriate active Ingredients found, the 
Panel refers to the guidelines and crite¬ 
ria for combinations of active ingredients 
for nighttime sleep-aids. <See paragraph 
H E above—Combinations of Active In¬ 
gredients.) 

The discussion in the nighttime sleep- 
aids section relating to combinations of 
nighttime sleep-aids and nonnighttime 
sleep-aid ingredients would also be ap¬ 
plicable to daytime sedative products. 
There was one combination containing 
the antithlstamine phenyltolox&mine 
dihydrogen citrate, an analgesic and caf¬ 
feine, In a submitted product which 
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claimed both calmative action and en¬ 
hanced pain relief. However, neither that 
submission nor any other data reviewed 
by the Panel indicated that OTC anal¬ 
gesics have sedative action. In fact, the 
particular combination submitted use¬ 
fully divided its analgesic and “calma¬ 
tive” claims and attributed the calmative 
action only to phenyltoloxamine (Ref. 
1). As to the claimed enhancement of 
the analgesic effect which results when 
the analgesic is combined with an anti¬ 
histamine, the Panel defers to the OTC 
Internal Analgesic Panel for such a de¬ 
termination. The Panel places the com¬ 
bination In Category III. 

REFERENCES 

< 1 ) OTC Volume 060031 .• 

IV. Stimulants 

A. GENERAL DISCUSSION 

The Panel Is aware of the use of either 
prescription drugs (e.g., amphetamines, 
desoxyephedrlne • or OTC drugs (e.g.. 
caffeine» by many individuals to promote 
wakefulness and to decrease the sense of 
fatigue and boredom in performing tedi¬ 
ous work over rather long periods of time. 
Such drugs are referred to as stimulants 
and are used to increase mental alert¬ 
ness. For example, caffeine is commonly 
used as an aid to automobile driving, 
especially for the relief of the phenome¬ 
non “highway hypnosis" encountered 
during extensive periods of continuous 
driving. Currently marketed OTC prod¬ 
ucts arc promoted with such claims as 
“keep alert,** “restore mental alertness,’* 
and “for fast pick-up.’* 

The Panel believes that a suitable adult 
target population exists which can bene¬ 
fit from the occasional use of safe and 
effective OTC stimulant drugs. In cases 
where mental alertness or motor perfor¬ 
mance is necessary, such drugs can mod¬ 
ify fatigue states to allow successful com¬ 
pletion of a required task. The Panel is 
of the opinion that use of such OTC prod¬ 
ucts by individuals under 12 years of age 
should only be under the advice and su¬ 
pervision of a physician. 

The Panel concludes that an Ideal OTC 
stimulant preparation must be able to 
produce enhanced motor performance 
when such performance is reduced be¬ 
cause of fatigue or drowsiness. The ther¬ 
apeutic effect should be of sufficient du¬ 
ration to be useful in accomplishing a 
particular task. For example, the drug 
should permit an automobile driver to 
maintain normal performance in com¬ 
pleting a reasonably short Journey to a 
.stopping place. Hence, such products are 
for ocasional use only and never for 
more than 1 to 2 weeks except under the 
advice and supervision of a physician 

B. SAFETY AND EFFECTIVENESS 

The Panel concludes that the ideal 
OTC stimulant preparation should pro¬ 
duce stimulation without untoward phys¬ 
iological effects on the central nervous 
system or the cardiovascular system or 
other acute toxic signs. Such undesirable 
effects would include an appreciable 
number of abnormalities of rate and/or 
rhythm of the heart or of respiration, or 
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excitement or other undue disturbances 
of central nervous system function. In 
general, side effects that follow use of the 
drug should not be of such a degree or 
quality as to offset the beneficial effects 
of the drug. For example, excessive nerv¬ 
ous system stimulation to an extent that 
would exceed the effect required to reduce 
fatiguo could reduce the efficiency of 
motor vehicle operator. The drug should 
produce enhanced performance without 
leading to a dangerous and unantici¬ 
pated letdown after the therapeutic ef¬ 
fect is achieved. There should be no dis¬ 
tressful effect upon peripheral nervous 
functions, such as an obvious tremor or 
incoordination caused by the stimulant. 
There should be no interference of a sig¬ 
nificant degree with the normal pattern 
of sleep, including the quality, distribu¬ 
tion in time, and the quantity of REM 
sleep. REM or D-state is rapid-cye-move- 
ment sleep associated with dreaming. 
When the amount of such sleep is re¬ 
duced, it may lead to excess restlessness 
or irritability in the waking state. The 
drug should be for occasional use of not 
more than 2 weeks, and there should 
neither be tolerance nor dependence 
after such use. There should be a safe 
margin between the toxic and therapeu¬ 
tic doses of the drug. There should be no 
interactions of a dangerous or unpleas¬ 
ant nature between the drug and the 
other commonly employed drugs, foods 
or beverages when these are taken con¬ 
comitantly. 

C. CATEGORIZATION OF DATA 

1. Conditions under which stimulant 
products are generally recognized as safe 
and effective and are not misbranded. 

Active Ingredient 

The Panel concludes that caffeine is 
safe and effective for use as a stimulant 
when used In the recommended oral dose 
of 100 to 200 mg not more often than 
every 3 to 4 hours. 

The Panel has not encountered any 
reports of fatal accidents after oral in¬ 
gestion of caffeine and concludes that 
the incidence of fatal toxicity is low. The 
fatal dose for man is probably far greater 
than recommended doses since ingestion 
of up to 10 gm was followed by complete 
recovery in 6 hours (Ref. 1). With doses 
of 1 gm. insomnia, anxiety, irritability, 
muscle twitching, headache and nausea 
may be experienced. Palpitations, tachy¬ 
cardia and cardiac irregularity may also 
occur (Ref. 2>. 

Death was reported after intravenous 
administration of 3.2 gm. In such cases, 
there may w ? ell be other factors. Too 
rapid injection of almost any drug can 
cause cardiorespiratory collapse and 
death. A review of acute and chronic 
toxicity with regard to caffeine has been 
prepared by Peters (Ref. 2). Severe poi¬ 
soning causes cardiovascular collapse, 
including a fall in blood pressure. Vom¬ 
iting and convulsions have followed oral 
doses of 10 gm of caffeine with complete 
recovery in 6 hours. 

Chronic Ingestion of caffeine in larger 
than recommended doses can lead to 
“habituation" which is a mild form of 
drug addiction. When this occurs, caf¬ 


feine, usually taken in the form of bev¬ 
erages, 1s required to feel “normal.*' 
Withdrawal symptoms are not severe or 
li/e-threatenlng (Refs. 3.4. and 5). How*- 
ever, the Panel recommends that prod¬ 
ucts containing caffeine should not in¬ 
clude claims such as “non-habiting- 
forming" in their labeling. Caffeine af¬ 
fects the pattern of REM sleep (rapid- 
eye-movement sleep. “D state*' sleep) but 
not the total amount of REM sleep 
(Ref. 6). 

The Panel notes that coffee (or strong 
tea) contains about 100 mg caffeine per 
cup, the same amount as the usual rec¬ 
ommended dose of caffeine currently 
marketed in OTC preparations. The lit¬ 
erature contains much information 
about studies on coffee drinkers vs. non- 
coffee drinkers. 

The stimulating effect of caffeine (100 
to 200 mg) on motor performance has 
been quite consistently reported by many 
investigators using a variety of experi¬ 
mental designs and tests of performance. 
The drug is most effective in the pres¬ 
ence of fatigue, restoring alertness and 
the ability to perform tasks requiring 
muscular coordination with greater fa¬ 
cility and less error. Reports of such ef¬ 
fects can be explained on the basis of 
central nervous system (brain) stimula¬ 
tion and do not depend on peripheral 
effects, such as direct effects on the 
retina, improvement in “night vision." or 
the like (Refs. 7 through 10). In large 
doses, caffeine can stimulate respiration, 
but drugs are not ordinarily used for this 
effect in present-day clinical medicine 
(Ref. 11). 

Chemically, caffeine is 1.3,7-trimethyl- 
xanthine. It is an alkaloid that occurs 
in plants (coffee, tea. cocoa, cola) widely 
distributed around the world. Because of 
Us ubiquitous use and availability from 
nondrug sources, the Panel felt that its 
assessment of the compound should be 
based on an “In-depth" review of its 
pharmacology. 

Approximately 7 million kg of caffeine 
in coffee are consumed each year in the 
United States (Ref. 12). As mentioned 
above, 1 cup of coffee contains about 100 
to 115 mg of the drug. The major phar¬ 
macological effects are on the central 
nervous system and the cardiovascular 
system. It Is also diuretic and stimulates 
gastric secretion. 

Caffeine stimulates the cerebral cortex 
and medullary centers. In usual doses, it 
causes wakefulness and alertness. As a 
beverage form, caffeine in coffee (amom: 
others) has been habit-forming in a pro¬ 
portion of the population. This “habitua- 
tion“ is probably a weak form of “addic¬ 
tion" in that differences may be detected 
between persons who use coffee regularly 
and those who do not use it at all. Gold¬ 
stein and colleagues showed that chronic 
coffee drinkers given decaffeinated cof¬ 
fee showed sleepiness and Irritability 
whereas noncoffee drinkers given caf¬ 
feine-containing coffee showed upset 
stomachs and jtttcriness due to caffeine 
Users of coffee felt increased alertness 
and “contentedness” when given caffeine 
in their "coffee" iRef. 3). In a related 
study conducted by questionnaire, it was 
found that chronic users of coffee did 
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not experience as much wakefulness due 
to coffee as did non users. Moreover, they 
experienced unpleasant symptoms when 
morning coffee was omitted (Ref. 4). 
Additional evidence for an addiction of 
fome degree is the finding that sudden 
withdrawal of caffeine produced severe 
headache in a majority of trials among 
volunteer subjects. The headache pro¬ 
duced in these young adults was relieved 
by aspirin, but more efficiently by caf¬ 
feine <Ref. 5.) Many of the persons 
studied by these authors were subject to 
migraine headaches. It is noteworthy 
that caffeine, generally in large doses, is 
used in the treatment of migraine. 

The stimulatory' effect of caffeine on 
motor performance has been quite con¬ 
sistently reported. The clearly effective 
central stimulation caused by caffeine 
ingestion has been supported by care¬ 
fully designed studies (Refs. 3. 4, 7. 8 and 
13). 

In a comprehensive review of the ef¬ 
fects of stimulant drugs. Weiss and La ties 
(Ref. 9) concluded that caffeine can en¬ 
hance “a wide range of behavior • • • 
all the way from putting the shot to 
monitoring a clock face/* There is evi¬ 
dence from a variety of studies that 
nervousness, headache, and irritability, 
for example, may accompany the use of 
large doses, 240 mg of caffeine and above. 
There seems to be no evidence of serious 
types of addiction, and their conclusion 
is that the incident of habituation is 
quite low. 

Studies that measure ability to perform 
simulated driving tests with adequate 
lighting and in conditions of reduced 
lighting were submitted by one of the 
manufacturers of a drug containing caf¬ 
feine (Ref. 10>. All responses that were 
favorable may be explained on the basis 
of enhanced central nervous system per¬ 
formance and did not seem to involve 
improvement in vision at the level of the 
orb Itself. that is. cornea to retina. In so 
far as any may be demonstrated, effects 
on “night vision’* are probably due to 
enhanced alertness (Ref. 10). 

Caffeine has a stimulant action on the 
heart and can increase cardiac output. 
Sollmann (Ref. 14) states that methyl- 
xanthines (which include caffeine) are 
useful potentially in acute heart failure, 
but the effects appear to be manifold and 
unpredictable. Theophylline, another 
xanthine, is said to be more effective than 
caffeine in stimulating the output of the 
failing heart by a direct inotropic effect 

For OTC oral use as a stimulant, cl- 
trated caffeine is currently available In 
60 and 120 mg oral tablets. Caffeine is 
also added to headache remedies con¬ 
taining salicylates and acetaminophen, 
and to ergotaminc for the relief of mi¬ 
graine. The Panel defers to the OTC In¬ 
ternal Analgesic Panel the determina¬ 
tion of the safety and effectiveness of 
caffeine for the relief of headache or 
migraine. 

Caffeine and sodium benzoate are 
Kiven also by physicians in dosages of 
0.5 to 1.0 gm for subcutaneous or intra¬ 
muscular use as a central nervous system 
stimulant. Small doses seem to enhance 
alertness and ability to perform learned 


tasks. Large doses can stimulate respira¬ 
tion. Caffeine and other xanthines are 
often used as acetate, benzoate, or salic¬ 
ylate salts. Forming the salt simply in¬ 
creases solubility: it does not affect ac¬ 
tion. Addition of sodium benzoate prob¬ 
ably assists absorption in the acid pH 
of the stomach, although the nonionic 
form would probably be well absorbed 
from the Intenstino. In any case, the 
drug appears to be well absorbed when 
given by mouth (Ref. 15). 

The exact mechanism of action of caf¬ 
feine is not precisely known. 

The problem of mutagenicity of caf¬ 
feine has been reviewed by the Panel. 
There is evidence that concentrations of 
caffeine many times higher than would 
ordinarily be found in human or animal 
tissues cause certain mutations in the 
bacterium Escherichia colt, and in the 
fungus Ophiastoma mult iannula turn 
(Refs. 18 and 17). Caffeine has also been 
reported to Induce chromosome aberra¬ 
tions In onion root tips and in human 
cells in vitro (Refs. 18 and 19). Very 
careful studies in mammals have failed 
to reveal evidence of mutagenicity (Refs. 
20 and 21). 

Caffeine causes chromosome breakage 
in the human lymphocyte in tissue cul¬ 
ture (Refs. 20. 22. 23 and 24) but no evi¬ 
dence for this action in vivo in man or 
other mammals has been found (Ref. 20). 
The mechanism of the chromosome 
breakage lias been studied, but not ex¬ 
plained (Ref. 25). Lymphocytes from 
human volunteers ingesting 800 mg caf¬ 
feine daily (equivalent to 8 cups of cof¬ 
fee) for 30 days showed no Increase in 
chromosome damage when the cells 
w'erc placed in culture. In the human 
volunteers, the peak plasma levels were 
29.6 mcg/ml of caffeine, over 3-fold 
greater than any preexperiment level. 
There was no increase in chromosome 
breakage when these cells were cultured. 

HeLa cells were exposed to concen¬ 
trations of caffeine in the medium about 
10 times greater than that found in vivo 
in plasma of human subjects drinking 8 
cups of coffee per day (800 mg caffeine). 
There was no increase in chromatid 
breaks in cultures studied through 48 
generations of the HeLa cells (Ref. 26). 

Looking for mutagenic indications, 
different concentrations of caffeine in 
vitro w'ere studied for an antimitotic ac¬ 
tion on cell division of human lympho¬ 
cytes stimulated to divide by phyto- 
hemagglutinin. a plant product. Concen¬ 
trations of caffeine in the medium that 
interfered with cell division were about 
100 fold greater than would be encoun¬ 
tered In human tissues after an intake 
of a usual dose of caffeine or right after 
drinking a cup of strong coffee (approxi¬ 
mately 100 mg caffeine) (Ref. 27). In 
one study, the effects of three xanthines, 
theobromine, theophylline, and caffeine 
w'ere studied for their effectiveness in 
blocking mitosis of human lymphocytes 
In 72-hour culture. High concentrations 
of caffeine (10'* to 10"* molar) were 
needed to demonstrate cytostatic and 
antimitotic effects. It w*as concluded that 
any mutations to man caused by caffeine 


at concentrations ordinarily achieved 
would have to occur at a rate too low to 
be detectable (Ref. 28). 

The suspected role of caffeine in muta¬ 
genesis and also teratogenesis has led to 
a scrutiny of this substance, a scrutiny 
that is almost certainly more Intensive 
and extensive that that conducted for 
any other commonly Ingested food or 
drug. Teratogenicity of caffeine can be 
detected to rats if sufficiently high doses 
are given; these are of the order of 250 
mg/kg and would be equivalent to 100 
cups of coffee containing 125 mg of 
caffeine each. Metabolism of caffeine to 
man is rapid, and it may be that this 
protects man from teratogenic effects 
(Ref. 29t. A review' of the mutagenic 
effects, to particular dominant lethal 
tests, shows less evidence for organisms 
higher than bacteria, fungi, and higher 
plants (Ref. 29). 

The safety of coffee has been ques¬ 
tioned recently by a drug surveillance 
group (Ref. 30 >. The findings of the 
group suggested an Increase of serious 
heart disease among heavy coffee drink¬ 
ers. However, there was no positive asso¬ 
ciation among tcA drinkers. This would 
appear to exclude implication of caffeine 
present to both coffee and tea. The report 
has been criticized by others who indi¬ 
cate further evidence Is needed to dem¬ 
onstrate a role of coffee in the genesis of 
cardiovascular disease (Ref. 31». These 
other investigators found no evidence for 
the role of coffee to any increased risk 
of death because of cardiovascular 
disease to a large, well-known (Framing¬ 
ham study) prospective study of factors 
involved in the genesis of coronary heart 
disease (Ref. 32). No generally accepted 
evidence would implicate caffeine os a 
danger In this regard. Furthermore, an¬ 
other recent publication using large 
numbers of subjects has not supported 
the contention about coffee drinking 
promulgated by the Drug Surveillance 
Group (Ref. 33). The Panel concludes 
that there is inconclusive evidence link¬ 
ing coffee and/or caffeine to cardiovas¬ 
cular disease. In another study of paired, 
control patients, there was a higher In¬ 
cidence of myocardial infarction with 
very high consumption of coffee. Caffeine 
w’as implicated only indirectly, on the 
basis of elevation of serum lipids evoked 
by caffeine administration (Ref. 34 >. In 
a study of 1,700 men between the ages 
of 40 and 55 years (Ref. 35), there was 
said to be an “increasing incidence of 
angina pectoris and of myocardial in¬ 
farction with survival’ 4 among men con¬ 
suming 5 or more cups of coffee a day. 
Curiously, the death rate was highest 
among those who took no coffee or con¬ 
sumed 5 or more cups of coffee per day. 
There is no level of significance given and 
the number of deaths is small. 

In contrast to the Irritating qualities 
of many coffee extracts, caffeine Itself 
does not seem to cause irritation of the 
gastrointestinal tract to the usual doses. 
This is an advantage when the drug Is 
used for its stimulant properties. 

The observations that suggest some 
central stimulation that leads to. or is 
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associated with, a mild form of addiction 
to caffeine raise questions about long¬ 
term use. The Panel questions If subjects 
are paying some price not yet detected. 
This appears to be true for most hypno¬ 
tics in that we now know that there are. 
at the least, changes in the amount of 
rapid-eye movement iREM) sleep and 
that some kind of deficit is built up. This 
occurs in addition to the separate risk 
of addiction to the hypnotic itself. In the 
case of stimulants used to enhance the 
performance of school children deemed 
hyperactive. Sroufe and Stewart have 
suggested that there may be no persistent 
effect of drug therapy upon these chil¬ 
dren. but that they become dependent 
upon the stimulant drugs to maintain 
a level of performance not much differ¬ 
ent from pre-drug performance (Ref. 
36). 

In summary, the panel believes that 
caffeine as an OTC stimulant appears to 
be safe and effective. It is reasonably 
non toxic in that fatal doses for man are 
estimated to be greater than 10 gm by 
mouth. 

C&iTelne has the ability to produce a 
low grade of “addiction” that is com¬ 
monly referred to as “habituation.” and 
has been most extensively studied in 
coffee drinkers. The Panel believes this is 
not a dangerous problem and does not be¬ 
lieve that a warning regarding habitua¬ 
tion is necessary. However, the Panel 
recommends that stimulant products 
containing caffeine should not include In 
the labeling a suggestion such as “non- 
habit-forming.” 

Caffeine has not been shown to be 
mutagenic to man or mammals, although 
there are some weak mutagenic effects 
that can be demonstrated in certain 
bacterial viruses. The claim that coffee 
drinkers have more heart disease than 
noncoffee drinkers is not proven to the 
satisfaction of the Panel and is not rel¬ 
evant because it does not extend to 
caffeine. The claim relating to heart 
disease has Involved coffee and has “ab¬ 
solved” tea drinkers (who ingest caffeine 
in their tea). The possibility that exten¬ 
sive daily caffeine intake (tablets, coffee, 
cola drinks, etc.) may mimic neurotic 
anxiety reaction has recently been raised 
<Rcf. 37). Labeling will therefore include 
a warning to this effect. 

The addition of substances to caffeine 
preparations as marketed should be 
closely scrutinized. Since the addition of 
proprietary flavors such as menthol and 
peppermint or sugars or their substitutes 
encourages ingestion by children, they 
serve to enhance the possibility of 
poisoning. The Panel opposes inclusion 
of these substances. Talc should also be 
removed from any preparations intended 
for human consumption. It is noncsscn- 
tial. and its safety is in question. Only 
talc that contains no asbestos fibers 
should be permitted to enter the body by 
any route. To ensure this, the source and 
composition of each talc lot need to be 
known. There Is no generally available or 
“official” test for the presence of asbestos 
fibers in talc Insofar as the Panel knows. 
Evidence is at hand that asbestos fibers 


can cause chronic respiratory disease, 
adenocarcinoma of the lung, and meso¬ 
thelioma of the pleura and peritoneum 
when such fibers are inhaled. There is 
also evidence that ingestion of asbestos 
by anim al* can cause cancer. (See para¬ 
graph II P above—Inactive Ingredients.) 
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Labeling 

The Panel recommends the following 
labeling for stimulant active Ingredients 
to be generally recognized as safe and 
effective and not misbranded: 

a. Indications. “Restores mental alert¬ 
ness or wakefulness when experiencing 
fatigue or drowsiness/* 

b. Warnings and/or cautions. Labeling 
should contain the following warnings: 

(1) "Caution: Do not exceed recom¬ 
mended dose since side effects may occur 
which Include Increased nervousness, 
anxiety, irritability, difficulty in falling 
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asleep and occasionally, disturbances In 
heart rate and rhythm called palpita¬ 
tions/* 

(2) “For occasional use only. If fatigue 
or drowsiness persists continuously for 
more than 2 weeks, consult a physician/’ 

(3) '‘For adults only*. Do not give to 
children under 12 years of age/' 

(4) The Panel recommends that an 
OTC stimulant product containing 
caffeine should also include the follow¬ 
ing warning: 

'*Contains caffeine. Do not take this 
product with large amounts of caffeine 
containing beverages such as coffee, tea 
or cola drinks/' The Panel believes such 
a warning is necessary since an average 
cup of coffee or strong tea contains an 
amount of caffeine about equal to that In 
the average dose of OTC products Cer¬ 
tain cola drinks also contain a significant 
amount of caffeine and should also be 
Included in the warning. 

2. Conditions under which stimulant 
products arc not generally recognized as 
safe and effective or are misbranded. 
After carefully reviewing all data sub¬ 
mitted. as well as additional evidence 
provided by the FDA and consultants to 
the Panel and the result* of an extensive 
literature search, the Panel found no 
scientific basts or even sound theoreti¬ 
cal reasons for claimed effectiveness of a 
number of Ingredients used in OTC 
stimulants. In addition, certain labeling 
claims are clearly misleading. For ex¬ 
ample, statements or suggestions that 
stimulants and stimulant combination 
products (with nonstimulant ingredi¬ 
ents) “increase sensual pleasure" are un¬ 
documented claims in the presently 
available literature and are. therefore, 
unacceptable to the Panel. 

The Panel concludes that stimulant 
products containing the following ingre¬ 
dients should be removed from the mar¬ 
ket unless further scientific testing sup¬ 
ports their use, because there are no data 
to support their use alone or in combina¬ 
tion as a stimulant. The Panel has deter¬ 
mined that these ingredients have no 
action as a stimulant nor do they con¬ 
tribute to the claimed effectiveness of a 
stimulant (e.g.. caffeine) as an ingredient 
In a combination product. 

Active Ingredients 

Combinations of Caffeine with Non- 
stimulant Active Ingredients: 

Ammonium chloride 

Oinwng 

Vitamins 

a. Ammonium chloride . The Panel 
concludes that a combination product In 
which caffeine is combined with am¬ 
monium chloride is not rational for use 
as an OTC stimulant preparation. The 
Panel Is unaware of any data which 
demonstrate a role for use of ammonium 
chloride, either alone or in combination 
with caffeine as a stimulant. 

The Panel is aware that products con¬ 
taining ammonium chloride and caffeine 
are promoted for premenstrual tension 
with the claim “helps relieve premen¬ 
strual symptoms: swelling, weight gain 
and fatigue.” 


The Panel, after a review of the litera¬ 
ture. has not found acceptable evidence 
that the use of ammonium chloride and 
caffeine is rational for the purpose of re¬ 
ducing fatigue. Caffeine alone may be ex¬ 
pected to increase rather than decrease 
associated nervousness. The use of am¬ 
monium chloride for other claims has 
been deferred by the Panel to the OTC 
Internal Miscellaneous Panel as to the 
safety and effectiveness of this ingre¬ 
dient. 

b. Ginseng . The Panel concludes that 
there is no rationale for adding ginseng 
to a stimulant drug. 

The Panel-found no data to suggest a 
stimulant action for ginseng or for po¬ 
tentiation or enhancement of the stimu¬ 
lant effect of caffeine. After an extensive 
review of the available scientific litera¬ 
ture. the Panel found no reasonable 
studies or supporting documentation to 
suggest ginseng in combination with 
caffeine to affect or enhance sexual 
drives or awareness. 

c, Vitamins. The Panel concludes after 
an extensive review of the available 
scientific literature, that there is no ac¬ 
ceptable medical rationale for combining 
vitamins < especially Vitamin Ef with 
caffeine. The Panel further makes refer¬ 
ence to the discussion of vitamins in the 
section on nighttime sleep-aids ‘See II 
above —Sighttime Sleep-Aids.) The 
Panel found no acceptable rationale to 
explain the combination of caffeine and 
vitamins. 

The Panel defers to the OTC Vita¬ 
min, Mineral and Hematinlc Drug Prod¬ 
uct Panel on the safety, effectiveness and 
labeled claims for vitamins. The Panel 
notes that the proper functioning of all 
cells requires an adequate intake of all 
vitamins (water-solubleand fat-soluble). 
It Is misleading to assume or propose 
that individuals consuming stimulant 
drugs have certain deficiencies. There is 
virtually nothing in the current medical 
or pharmacological literature to support 
Uie Inclusion of selected vitamins in OTC 
stimulants. In addition, the small 
amounts of water-soluble vitamins con¬ 
tained in OTC stimulants are virtually 
homeopathic due to the fact that vita¬ 
mins are rapidly excreted in the urine. 
This provides no rationale to support 
the Inclusion of these Ingredients In 
products designed to provide CNS 
stimulation. 

The Panel strongly believes that poly¬ 
pharmacy and a “shotgun” approach to 
treatment of symptoms with fixed-dose 
combinations have no rational thera¬ 
peutic basis. 

The value of the placebo effect in the 
management of psychosomatic illness 
and minor neuroses is obvious. It is ex¬ 
tremely doubtful however, that the In¬ 
clusion of vitamins in a self-prescribed 
stimulant enhances any placebo effect 
these products may confer. 

Labeling 

In one submission, a combination 
product containing caffeine with ginseng 
is claimed to “increase sensual aware¬ 
ness and pleasure.” Although not stated 


explicitly. U la apparent to the Panel 
that the intent of this labeling is to 
equate sensual awareness and pleasure 
with Increased sexual capability and 
pleasure. The utility of ginseng has 
been discussed previously where is was 
stated that no evidence of enhanced 
sexual experience or potency has been 
found. In the case of caffeine, the Panel 
is unaware of any studies that clearly 
show an enhancement of sensual or 
sexual experience by the ingestion of this 
drug. Certainly no submissions to the 
Panel deni with this Indication. In the 
absence of any positive evidence for an 
effect an sensual or sexual experience, 
the Panel objects to labeling that states 
or Implies “increases sensual pleasure.” 

In Utc same submission, caffeine with 
vitamin F. Is claimed to “increase sensual 
(sexual) awareness.” The Panel, after an 
extensive review of the available medi¬ 
cal and scientific literature, found no 
reasonable supporting documentation to 
even suggest that vitamin E in combina¬ 
tion with caffeine affects or enhances 
the sensual (sexual) experience in man. 
In the Panel's opinion, neither ingre¬ 
dient has been shown to affect sexual ex¬ 
perience in man and therefore such 
claims are false and misleading. 

Tiie Panel also concludes that label¬ 
ing claim(s) that suggest a product con¬ 
taining caffeine Is “non-habit-formlng” 
are misleading and should not be allowed. 
Prolonged ingestion of caffeine espe¬ 
cially in larger than recommended doses 
can lead to habituation. (Sec paragraph 
IV C 1. Conditions under which stimu¬ 
lant products are generally recognized as 
safe and effective and are not mis¬ 
branded. 

3. Conditions under which the avail¬ 
able data are insufficient to permit final 
classification at this time: The Panel con¬ 
cludes that adequate and reliable scien¬ 
tific evidence is not available to permit 
final classification of the claimed label¬ 
ing listed below: 

Labeling 

The question of whether a stimulant 
such as caffeine "enhances performance” 
In the nonfatigued state cannot be an¬ 
swered definitively at this time. Although 
there arc some suggestions, but not proof, 
that this may be true, additional evi¬ 
dence in well-controlled trials would be 
necessary for such an Indication to be 
Included in the labeling. If such proof Is 
obtained, it must also he demonstrated, 
in the same human subject, that no side 
effects accompany enhanced perform¬ 
ance. In the case of caffeine, such side 
effects would include, among others, 
tremor, palpitations, and nervousness. 

Therefore, under the Federal Food. 
Drug and Cosmetic Act (sees. 201, 502, 
505. 701. 52 Stat. 1040-1042 as amended, 
1050-1053 as amended. 1055-1056 as 
amended (by 70 Stat. 919 and 72 Stat. 
948) (21 U.S.C. 321, 352. 355, 371)) and 
the Administrative Procedure Act (5 
U.S.C. 553, 554, 702, 703. 704) and under 
authority delegated to him (21 CFR 
2.120), the Commissioner proposes that 
Subchapter D of Title 21 of the Code of 
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Federal Regulations be amended by add¬ 
ing new Parts 338, 339. and 340 to read 
as follows: 

PART 338—NIGHTTIME SLEEP-AID PROD¬ 
UCTS FOR OVER THE COUNTER HU¬ 
MAN USE 

Subpart A—General Provision* 

Sec. 

338.1 Scope. 

338.3 Definition. 

Subpart B—Active Ingredient* 

338.10 Nighttime sleep-aid active Ingredi¬ 
ents. (Reserved) 

338,40 OTC product container. 

Subpart C—IReaarved] 

Subpart D—Labeling 

338 50 Labeling of nighttime aleep-aid prod¬ 
ucts. 

Authority: Seca. 201, 502, 505, 701, 52 Stat. 
1040-1042 M amended. 1050-1053 as amended. 
1055-1056 a* amended by 70 Stat. 919 and 72 
Stat, 948 (31 US.O. 321. 352, 356, 871), (5 
C S C. 533. 554. 702. 703. 704). 

Subpart A—General Provisions 

§ 338.1 Scope. 

An over-the-counter nighttime sleep- 
aid product in a form suitable for oral 
administration is generally recognized 
as safe and effective and is not mis¬ 
branded if it meets each of the condi¬ 
tions in this Part 338 and each of the 
general conditions established in $ 330.1 
of this chapter. 

§ 338.3 Definition. 

As used in this part, "nighttime sleep- 
aid’* is an agent which helps to reduce 
difficulty in falling asleep including de¬ 
layed sleep, frequent awakenings, light 
sleep or reduced duration of sleep. 

Subpart B —Active Ingredient^ 

§ 338.10 Nighttime sleep-aid active In¬ 
gredient*. I Reserved] 

§ 338.10 OTC. product container. 

The OTC product container shall con¬ 
tain not more than any established max¬ 
imum Quantity for an applicable active 
ingredient identified in 9 338.10. 

Subpart C—[Reserved] 

Subpart D—Labeling 

g 338.30 Libeling of nighttime alecp- 
aid product*. 

(ft) Indications . The labeling shall 
identify the product as a "nighttime 
sleep-aid’’ to ’’reduce difficulty in falling 
asleep.’’ Labeling may also include the 
phrases: "Helps fall asleep" and "For re¬ 
lief of occasional sleeplessness". 

(b) Directions for use. The labeling of 
the product contains the recommended 
dosage and appropriate directions under 
the heading *’Directions”, c.g.. once daily 
at bedtime broken down by age groups, 
if appropriate, followed by "or as directed 
by a physician”. 

(c) Warnings. The labeling of the 
product contains the following general 
warning!s> under the heading "Warn¬ 
ings”: 

(1) "For adults only. Do not give to 
children under 12 years of age.’’ 


(2) "Do not take this product if preg¬ 
nant or if nursing a baby." 

(3> "Do not take this product if you 
are presently taking a prescription drug 
or other OTC drug, without consulting 
your physician or pharmacist.** 

(4) "If condition persists continuously 
for more than 2 weeks, consult your 
physician. Insomnia may be a symptom 
of serious underlying medical illness." 

(5) "Take this product with caution if 
alcohol is being consumed.” 

(6) For products containing an anti¬ 
histamine: " Caution: This product con¬ 
tains an antihistamine drug." 


PART 339 — DAYTIME SEDATIVE PROD 
UCTS FOR OVER-THE-COUNTER HUMAN 
USE 

Subpart A—G«n«ral Provision* 

See. 

339 1 Scop#. 

339.3 Definition. 

Subpart B —Active Ingredient* 

339.10 Daytime sedative active ingredient*. 

| Reserved] 

330.40 OTC product container. 

Subpan C — (Rosarvad] 

Subpart D—Labeling 

339.50 Labeling of daytime sedative prod¬ 
ucts. 

Authority : 8eca 201. 502, 605. 701. 52 Stat. 
1040-1042 aa amended. 1050-1053 as amended, 
1055-1056 as amended by 70 Stat. 910 and 72 
8tat. 948 ( 21 UB.C. 321. 352, 355. 371); (5 
U.8.C. 553. 654, 702, 703, 704). 

Subpart A—General Provisions 

§ 339.1 Scope, 

An over-the-counter daytime sedative 
product in a form suitable for oral ad¬ 
ministration Is generally recognized as 
safe and effective and is not misbranded 
if it meets each of the conditions in this 
Part 339 and each of the general condi¬ 
tions established in 9 330.1 of this chap¬ 
ter. 

g 339.3 Definition. 

As used in this part, daytime sedative 
is an agent which claims relief of occa¬ 
sional nervous tension. 

Subpart B—Active Ingredients 

§ 339.10 Daytime sedative active in¬ 
gredient*. IRwmrd] 

g 339.40 OTC product container. 

The OTC product container shall con¬ 
tain not more than any' established max¬ 
imum quantity for an applicable active 
ingredient Identified in § 339 % 10. 

Subpart C—[Reserved] 

Subpart D—Labeling 

g 339.30 Labeling of daytime sedative 
product*. 

(a) Indications. The labeling shall 
identify the product as a "daytime seda¬ 
tive”. 

(b) Directions for use. The labeling of 
the product contains the recommended 
dosage and appropriate directions under 
the heading "Direction", e.g.. once daily 
broken down by age groups if appropri¬ 


ate followed by "or as directed by a phy¬ 
sician**. 

(c) Warnings. The labeling of the 
product contains the following general 
warning(s) under the heading "Warn¬ 
ings”: 

(1) "For adults only. Do not give to 
children under 12 years of age”. 

(2) "Do not take this product if preg¬ 
nant or if nursing a baby”. 

(3) "Do not take this product if you 
are presently taking a prescription drug 
or other OTC drug, without consulting 
your physician or pharmacist". 

(4) "If condition persists continuously 
for more than 2 weeks, consult your phy¬ 
sician*. 

(5) "Take this product with caution if 
alcohol is being consumed.” 

<6) For products containing an anti¬ 
histamine: " Caution: This product con¬ 
tains an antihistamine drug and may 
cause drowsiness. Avoid driving a motor 
vehicle or operating machinery.” 


PART 340—STIMULANT PRODUCTS FOR 
OVER THE COUNTER HUMAN USE 

Subpart A —General Provision* 

Sec. 

3401 Scope. 

340.3 Definition 

Subpart B—Active Ingredient* 

340.10 8Umulant active Ingredient*. 

Subpart C—(Reserved) 

Subpart D — Labeling 

340.50 Labeling tor stimulant product*. 

Authority : See*. 201. 502. 606, 701, 52 Stat. 
1040-1042 as amended, 1050-1053 aa amended, 
1055-1058 a* amended by 70 Stat. 919 and 72 
Stat. 948 (21 US.C. 321, 352, 355. 371); (5 
U.S.C. 553. 654, 702, 703. 704). 

Subpart A—General Provisions 

§ 310.1 .Sropc. 

An over-the-counter stimulant prod¬ 
uct in a form suitable for oral adminis¬ 
tration 1 s generally recognized as safe 
and effective and is not misbranded if it 
meets each of the conditions in this Part 
340 and each of the general conditions 
established in § 330.1 of this chapter. 

§ 310.3 Definition. 

As used in this part, ‘’stimulant” is an 
agent which restores mental alertness 
or wakefulness during fatigue or drowsi¬ 
ness. 

Subpart B—Active Ingredient 
§ 3 10.10 Stimulant melive ingredient. 

The active Ingredient of the product 
consists of caffeine when used within the 
dosage limit established: adult oral dos¬ 
age 100 to 200 mg not more often than 
every 3 to 4 hours. \ 

Subpart C—[Reserved] 

Subpart D—Labeling 

§ 310.50 Labeling of stimulant prod net*. 

(a) Indications. The labeling shall 
Identify the product as a "stimulant” 
that "restores mental alertness or wake¬ 
fulness when experiencing fatigue or 

drowsiness*. 
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<b) Directions for use. The labeling of 
ihc product contains the recommended 
dosage and appropriate directions, 
identified in $ 340.10. under the heading 
Directions” followed by “except under 
the advice or supervision of a physician”. 

<c) Wamtnos. The labeling of the 
product contains the following warn¬ 
ings) under the heading “Warnings”: 

il) “ Caution: Do not exceed recom¬ 
mended dose since side effects may oc¬ 
cur which Include increased nervous¬ 
ness. anxiety, irritability, difficulty In 
falling asleep, and occasionally distur¬ 
bances in heart rate and rhythm called 
palpitations”. 




(2) “For occasional use only. If fatigue 
or drowsiness persists continuously for 
more than 2 weeks, consult a physician.” 

<3) “For adults only. Do not give to 
children under 12 years of age”. 

(4) For products containing caffeine: 
“Contains caffeine. Do not take this 
product with large amounts of caffelnc- 
contalnlng beverages such as coffee, tea 
or cola drinks”. 

Interested persons may. on or before 
March 8. 1876, submit to the Hearing 
Clerk, Food and Drug Administration. 
Rm. 4-65. 5600 Ptshcrs Lane. Rockville, 
MD 20852. written comments preferably 
in quintupllcate and identified with the 
Hearing Clerk docket number found In 


brackets In the heading of this docu¬ 
ment > regarding this proposal. Addi¬ 
tional comments replying to any com¬ 
ments so filed may also bo submitted on 
or before April 8, 1976. Received com¬ 
ments may be seen In the above office 
during working hours, Monday through 
Friday. 

It is hereby certified that the economic 
and inflationary effects of this proposal 
have been carefully evaluated in accord¬ 
ance with Executive Order No. 11821. 

Dated: December 1,1975. 

A. M. 8C7IMIDT, 

Commissioner of Food and Drugs. 

(IT* Doc.75 32774 FUmI 12-4 75:8:43 ami 
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DEPARTMENT OF LABOR 
Office of the Secretary 
[ 29 CFR Part 40 ] 

FARM LABOR CONTRACTORS 
Revised Registration Requirements 

The Farm Labor Contractor Registra¬ 
tion Act of 1963 <7 U S.C. 2041, et scq.> 
was amended on December 7, 1974 <Pub. 
L. 93-518), to provide, among other 
things, revised requirements for regis¬ 
tration of farm labor contractors fur¬ 
nishing migrant agricultural workers 
and for the assessment of civil money 
penalties for violations of the Act. It is 
therefore necessary that Regulations. 
Part 40 be revised to reflect the require¬ 
ments of the amended law. 

It is proposed to revLsc Part 40 by issu¬ 
ing two subparts. Subpart A consisting of 
substantive requirements and Subpart 
B consisting of the rules of practice. 
This proposal requests comments only on 
Subpart A. Subpart B which is procedu¬ 
ral in character, will be published shortly. 

This proposed Subpart A states the re¬ 
quirements for issuance, renewal, 
revocation, suspension, or refusal to re¬ 
new Certificates or Registration and 
Farm Labor Contractor Employee Iden¬ 
tification Cards, and the requirements 
for Certificates of Registration authoriz¬ 
ing the transportation and housing of 
migrant workers and insurance require¬ 
ments to be complied with by persons 
transporting workers. It also provides 
for issuance of a notice of an assessment 
of a civil money penalty for violation of 
the Act or regulations Issued thereunder 
and describes the factors to be con¬ 
sidered in assessing the amount of such 
penalty. 

Upon final publication of this Subpart 
A and the publication of Subpart B. the 
present Part 40 will be rescinded, pro¬ 
vided however that any pending admin¬ 
istrative proceedings instituted under ex¬ 
isting H 40,16 through 40 26 in progress 
at the time of issuance of the new Part 
40 will be carried through to completion 
under the present 40.16 through 40.26. 

Interested persons may submit writ¬ 
ten data, views, comments or arguments 
to the Administrator. Wage and Hour 
Division, Employment Standards Admin¬ 
istration. U.S. Department of Labor. New 
Department of Labor Building. 200 Con¬ 
stitution Avenue NW., Washington. D.C.. 
20210. Such comments will be received 
until January 22, 1976. 

All material received in response to 
this invitation will be available for public 
inspection during normal business hours 
in Room S-3502 at that address. 

Upon evaluation of the comments, the 
proposed revisions to Part 40. as pub¬ 
lished herein and as may be revised as a 
result of such comments, will be pub¬ 
lished. 

Accordingly, it is proposed that the 
new 29 CFR Part 40, Subpart A. will 
read as follows: 


PART 40—FARM LA30R CONTRACTOR 
REGISTRATION 


Subpart A—Reghtratlon of Farm Labor 
Contractors and Th*4r Full Time Employ*** 


On HER At. 

Sec. 

40.1 Purpose and scope. 

40.2 Definition#. 

40 3 Certificate of Registration required. 
40 4 Parm Labor Contractor Employee 
Identification Card required. 

40 5 Corporations, partnership* associa¬ 
tions and other organizations. 

40.6 Public central registry. 

40.7 Compliance with State statutes. 

RrCISTMTION RtQtmtMWTB 

40.11 Piling of applications for Certificate 
of Registration. 

40 12 Execution of application for Certifi¬ 
cate of Registration. 

40 13 Appointment of Secretary as agent for 
substituted service. 

40.14 Motor vehicle liability Insurance. 

40.15 Proof of financial responsibility In lieu 

of insurance. 

40.16 Qualifications and eligibility of Insur¬ 

ance carriers. 

40.17 Duration of insurance or liability 

bond. 

40 18 Limitations on cancellation of insur¬ 
ance or liability bond. 

40.19 Authorization to transport migrant 

workers. 

40.20 Authorization to house migrant work¬ 

ers. 

4021 Expiration and renewal of Certificate 
of Registration. 

40-22 Replacement of Certificate of Regis¬ 
tration. 


Employee loiamncATiow 

40.31 Piling of application for Parm labor 
Contractor Employe* Identification 
Card. 

40 32 Execution and Content of application 
for Farm Labor Contractor Em¬ 
ployee Identification Card. 

40.33 Authorized us© of Parm Labor Con¬ 
tractor Employee Identification 
Card. 

40-34 Replacement of Farm Labor Contrac¬ 
tor Employee Identification Card, 
lost card or change of employment. 

40.35 Expiration and renewal of Parm Labor 
Contractor Employee Identification 
Card. 


Action on Applications 

40.41 Office of filing, action. 

40.42 Issuance, refusal to Issue, suspension. 

revocation or refusal to renew: Farm 
Labor Contractor Certificate of 
Registration or Parm Labor Con¬ 
tractor Employee Identification 
Card. 

OttLIOATtON# AND PROJIIMTID ACTS 

40 51 Obligations of a farm labor contrac¬ 
tor. 

4052 Obligation# of person holding valid 
Farm Labor Contractor Employee 
Identification Card. 

40.63 Obligations of grower, processor, and 
other user. 

40.54 Discrimination prohibited. 

Violations and Sanctions 

40.61 Report of violations, investigations. 

Issuance of subpenas. 

40.62 Sanction*. 


Certificates of Registration and Farm 
Labor Contractor Employee 
Identification Card#—grounds for 
revocation or suspension or refusal 
to Issue or to renew. 

Denial of facilities and services of 
Wogner-Peyser Act. 

Civil money and other administrative 
penalties. 

Waiver of rights 

Authority: Sec. 14, 78 Stat. 924, and sec¬ 
tion 17. 68 Stat. 1659 (7 Ufl.C. 2053): Secre¬ 
tary's Order No. 32-72, 37 FR 22660; and 
Employment Standard# Order 1-74. 39 FR 
33841. 

Subpart A—Registration of Farm Labor 
Contractors and Their Full-Time Em¬ 
ployees 

General 

§ SO. 1 Pnrpo*e and m-opc. 

<a) The Farm Labor Contractor Reg¬ 
istration Act of 1963. as amended <‘ # the 
Act"), requires certain persons to obtain 
Certificates of Registration or Farm 
Labor Contractor Employee Identifica¬ 
tion Cards prior to performing any activ¬ 
ities which constitute engagement in 
farm labor contracting within the mean¬ 
ing of the Act and prescribes certain 
responsibilities for holders of such cer¬ 
tificates or employee identification cards 
In addition, persons to whom farm work¬ 
ers are furnished by farm labor contrac¬ 
tors also have specific responsibilities. 
Migrant workers who engage solely in 
agricultural employment and do not per¬ 
form any of the enumerated farm labor 
contractor activities within the meaning 
of the Act need not obtain a Certificate 
of Registration or a Farm Labor Con¬ 
tractor Employee Identification Card. 

(b) The Act empowers the Secretary 
of Labor to enforce the Act, conduct in¬ 
vestigations. issue subpenas, and. in the 
case of designated violations of the Act. 
to impose sanctions, including the refusal 
to issue or to renew or the suspension 
or revocation of a Certificate of Registra¬ 
tion or Farm Labor Contractor Employee 
Identification Card. As provided in the 
Act, the Secretary is empowered, among 
other things, to impose an assessment 
and to collect a civil money penalty of 
not more than $1,000 for each violation, 
to deny a person the facilities and serv¬ 
ices available under the Wagner-Pcyscr 
Act. to seek a temporary or permanent 
restraining order in a Federal District 
Court, and to seek the imposition of 
criminal penalties on farm labor con¬ 
tractors or their employees who willfully 
and knowingly violate any provisions of 
the Act. 

(C) This Subpart A seta forth the sub¬ 
stantive regulations promulgated by the 
Secretary, pursuant to authority con¬ 
tained in the Act, relating to the issu¬ 
ance. renewal or replacement of a Farm 
Labor Contractor Certificate of Registra¬ 
tion or a Farm Labor Contractor Em¬ 
ployee Identification Card, the obliga¬ 
tions and responsibilities of persons is¬ 
sued such certificates or identification 


8©c. 

40.63 

40.64 

40.65 

40.66 
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cards, the obligations and responsibili¬ 
ties of persons furnished farm workers 
by farm labor contractors, the grounds 
for refusal to Issue or to renew or for 
the revocation or suspension of such 
certificates or identification cards, and 
the sanctions authorized by the Act It 
also provides for the imposition of civil 
money penalties for violation of the Act 
or regulations issued thereunder and 
indicates factors to be considered by the 
Secretary of Labor or authorized rep¬ 
resentative in assessing the amount of 
such penalty. 

. (d) Subpart B sets forth the rules of 

practice for administrative hearings 
relating to a refusal to issue or to renew, 
or the suspension or revocation of either 
document. It also outlines the procedure 
for filing a challenge to a proposed ad¬ 
ministrative action relative to violations 
and summarizes the methods provided 
for collection and recovery of the civil 
money penalty. 

§ 40.2 Definition*. 

For purposes of this part: 

(a) The term "person” Includes any 
individual, partnership, association, joint 
stock company, trust, or corporation. 

(b) The term “farm labor contractor” 
means "any person, who, for a fee. either 
for himself or on behalf of another per¬ 
son. recruits, solicits, hires, furnishes or 
transports migrant workers (excluding 
members of the contractor’s immediate 
family) for agricultural employment. 
This term shall not include— 

(1) Any nonprofit charitable orga¬ 
nization, public or nonprofit private 
educational Instiuttion. or similar orga¬ 
nization ; 

(2) Any farmer, processor. Conner, 
sinner. packing shed operator, or nurs¬ 
eryman who personnally engages In any 
such activity for the purpose of supply¬ 
ing migrant workers solely for his own 
operation; 

(3) Any full-time or regular employee 
of any entity referred to in Paragraph 
(b)(1) or <2) of this section who en¬ 
gages in such activity solely for his em¬ 
ployer on no more than an incidental 
basis; 

<4) Any person who engages In such 
activity— 

(i) Solely within a 25 mile Intrastate 
radius of his permanent place of resi¬ 
dence and 

<ii) For not more than 13 weeks per 

year; 

<5> Any person who engaged in any 
such activity for the purpose of obtain¬ 
ing migrant workers of any foreign na¬ 
tion for employment in the United 
States, if the employment of such work¬ 
ers is subject to— 

(i) An agreement between the United 
States and such foreign nation or 

(ii> An arrangement with the Govern¬ 
ment of any foreign nation under which 
written contracts for the employment of 
such workers are provided for and the 
enforcement thereof is provided for 
through the United States by an Instru¬ 
mentality of such foreign nation; 

<6> Any full-time or regular employee 
of any person holding a Certificate of 
Registration under this Act; or 


(7) Any common carrier or any full¬ 
time regular employee thereof engaged 
solely In the transportation of migrant 
workers. 

(c) The term “fee” includes any money 
or other valuable consideration paid or 
promised to be paid to a person for serv¬ 
ices as a farm labor contractor. 

<d> The term "agricultural employ¬ 
ment” means employment In any service 
or activity included within the provisions 
of Section 3(f* of the Fair Labor Stand¬ 
ards Act of 1938. as amended (29 U.S.C. 
203(f)), or Section 3121(g) of the In¬ 
ternal Revenue Code of 1954 (26 U.8.C. 
3121(g)) and the handling, planting, 
drying, packing, packaging, processing, 
freezing, or grading prior to delivery’ for 
storage of any agricultural or horticul¬ 
tural commodity In Its unmanufactured 
state. 

(e) The term "migrant worker" means 
an individual whose primary’ employment 
is In agriculture, as defined In Section 
3(f) of the Fair Labor Standards Act 
of 1938, as amended (29 U.S.C. 203(f)), 
or who performs agricultural labor, as 
defined in Section 3121(g) of the Inter¬ 
nal Revenue Code of 1954 (26 U.8.C. 
3121(g)). on a seasonal or other tem¬ 
porary basis. 

(f) The term "immediate family” of 
the farm labor contractor includes only— 

(1> A spouse; 

(2) Children, stepchildren, and foster 
children; and 

(3) Parents, stepparents, and foster 
parents. 

(g) The term “Secretary" means the 
Secretary of the United 8tates Depart¬ 
ment of Labor or the Secretary’s duly 
authorized representative. 

(h) "Administrator” means the Admin¬ 
istrator of the Wage and Hour Division. 
Employment Standards Administration. 
United States Department of Labor, and 
such authorized representative as may be 
designated by the Administrator to per¬ 
form any of the functions of the Ad¬ 
ministrator under this part. 

(i) "Solicitor of Labor" means the So¬ 
licitor, United States Department of La¬ 
bor, and includes attorneys designated by 
the Solicitor to perform functions of the 
Solicitor under this part. 

(JHl) The "Administrative Law 
Judge” means a person appointed as pro¬ 
vided in 5 UB.C. 3105 and Subpart B of 
Part 930 of Title 5 of the Code of Fed¬ 
eral Regulations (see 37 FR 16787) and 
qualified to preside at hearings under 5 
U S C. 557. 

<2> The "Chief Administrative Law 
Judge” means the Chief Administrative 
Law Judge, United States Department of 
Labor, Washington. D C. 20210. 

(k) The term "State” means any of the 
States of the United States, the District 
of Columbia, the Virgin Islands, the 
Commonwealth of Puerto Rico, and 
Guam. 

(l) "Convicted” means that a final 
Judgment of guilt has been rendered by 
a court of competent Jurisdiction from 
which no opportunity for appeal re¬ 
mains. 

(ra) A "full-time or regular employee” 
who Is required to obtain a Farm Labor 
Contractor Employee Identification Card 


is a person who performs farm labor 
contracting activities solely on behalf of 
a form labor contractor holding a valid 
Certificate of Registration and is not an 
independent contractor. 

<n) A "Certificate of Registration" is 
the certificate issued by the Administra¬ 
tor which permits a person to engage in 
activities as a farm labor contractor. 

<o) A “Farm Labor Contractor Em¬ 
ployee Identification Card” is a card is¬ 
sued pursuant to this part permitting a 
full-time or regular employee of a person 
holding a valid Certificate of Registra¬ 
tion to engage in activities as a farm 
labor contractor. 

(p) A farm labor contractor Is deemed 
an "owner” of a vehicle or housing fa¬ 
cilities if said person has a legal or equi¬ 
table interest therein. 

(q) A farm labor contractor is in "con¬ 
trol” of a vehicle or housing facilities 
if said person is in charge of or has the 
power or authority to oversee, manage, 
superintend or administer the vehicle or 
housing, either personally or through an 
authorized agent or employee acting on 
behalf of said farm labor contractor. Ir¬ 
respective of whether compensation is 
paid for acting in any of the aforesaid 
capacities; 

(r) An "illegal alien” is any person who 
Is an alien not lawfully admitted for 
permanent residence or who has not been 
authorized by the Attorney General to 
accept employment. 

(s) A "common carrier" by motor ve¬ 
hicle is one which holds itself out to the 
general public to engage in transporta¬ 
tion of passengers for hire, whether over 
regular or irregular routes, and which 
holds a valid certificate of authorization 
for such purposes from an appropriate 
local. State or Federal agency. 

(t) The "Wagner-Peyser Act” is the 
Act of June 6. 1933 (48 Stat. 113; codi¬ 
fied In 29 U.8.C. 49, et scq.), providing 
inter alia for the establishment of the 
U.S. Employment 8ervlce. 

(u) The term "Employment Sendee of 
the various States” means a 8tate agency 
vested with all powers necessary to coop¬ 
erate with the U.S. Employment Service 
under the Wagner-Peyser Act. 

§ 40.3 Certificate of Rcgi»tration re¬ 
quired. 

Any person who desires to engage in 
any activity as a farm labor contractor, 
as defined in the Act and tlx esc regula¬ 
tions. must first obtain a Certificate of 
Registration authorizing each such ac¬ 
tivity. 

§ 10.4 Furiu l abor Contractor Employee 
Identification Card required. 

Any person desiring to engage in re¬ 
cruiting. soliciting, hiring, furnishing, or 
transporting migrant workers solely on 
behalf of a farm labor contractor holding 
a valid Certificate of Registration, is¬ 
sued pursuant to the Act and these regu¬ 
lations, os a full-time or regular employee 
of such contractor must obtain a Farm 
Labor Contractor Employee Identifica¬ 
tion Card authorizing such activity or 
activities. Such identification card must 
be obtained prior to the employee's en¬ 
gagement In any of the aforementioned 
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farm labor contractor activities and must 
show the name of the farm labor con¬ 
tractor for whom such activities are to 
be performed. 

§ ‘10*5 Corporation*, partnership*, asso¬ 
ciation* and other organisation** 

Any corporation, partnership, associ¬ 
ation or other organization which Is a 
farm labor contractor within the mean¬ 
ing of the Act must obtain a Certificate of 
Registration. Any officer, director, or em¬ 
ployee of such a corporation, or partner 
or employee of a partnership, or officer, 
member or employee of an association or 
any other organization, who engage in 
farm labor contractor activities as a full¬ 
time or regular employee of such busi¬ 
ness organization, shall obtain a Farm 
Labor Contractor Emplovee Identifica¬ 
tion Card prior to so engaging. 

g *10.6 Public central registry. 

The Administrator shall maintain a 
publtc central registry of all persons is¬ 
sued Certificates of Registration or Farm 
Labor Contractor Employee Identifica¬ 
tion Cards. Requests for information 
concerning such registry may be directed 
to the Administrator, Wage and Hour 
Division, U.S. Department of Labor, 
Washington. D.C. 20210. 

§ 10.7 Compliance mill State Matutes. 

This Act and the provisions contained 
herein are Intended to supplement State 
action and compliance with this Act 
shall not excuse anyone from compliance 
with appropriate State law and regula¬ 
tion. 

Registration Requirements 

§•10.11 Filing of application* for Cer¬ 
tificate* of Registration. 

(a) Applications for an Initial or re¬ 
newal Certificate of Registration are 
available at. and may be filed in, any 
office of the Employment Service of the 
various States. 

(b> Registration under the Federal 
law is required whether or not licensing 
or registration of farm labor contractors 
Is required under State law. 

§ 40.12 Execution of application for 
Certificate of Registration. 

(a) The application shall set forth the 
information required thereon, shall be 
subscribed and sworn to by the appli¬ 
cant, and shall have attached the appli¬ 
cant's fingerprints on Form FD-258 as 
prescribed by the U.S. Department of 
Justice. 

(b) Any corporation, partnership, as¬ 
sociation, or other entity which holds a 
valid Certificate of Registration shall 
within 10 days report any change In Its 
officers, directors, or membership in 
writing by registered mall to the re¬ 
gional office which initially Issued the 
Certificate of Registration. 

§ 40.13 Appointment of Secretary a* 
agent for »ub»tituted service. 

No Certificate of Registration shall be 
issued unless and until each applicant 
executes a writing which shall be sub¬ 
scribed and sworn to and which shall 
contain the following declaration: 


I do hereby designate and appoint the 
Secretary of Labor. United States Depart¬ 
ment of Labor, aa my lawful agent to accept 
service of summon* In any action against me. 
at any and all times during which I have 
departed from the Jurisdiction in which such 
action U commenced or otherwise have be¬ 
come unavailable to accept service, and un¬ 
der such terms and conditions as are set by 
the court In which such action has been 
commenced. 

§ 40.1*1 Motor vehicle liability insurance. 

Before any person may transport, 
within the meaning of the Act, migrant 
workers and their property in any ve¬ 
hicle which such person owns, operates, 
controls, or causes to be operated, com¬ 
pliance with the Insurance or financial 
responsibility requirements of the Act 
must be shown by submitting the follow¬ 
ing. except to the extent that other ar¬ 
rangements pursuant to 9 40.15 of this 
part have been approved by the 
Secretary: 

(a) A completed Farm Labor Contrac¬ 
tor Motor Vehicle Liability Certificate of 
Insurance showing that the passenger 
hazard is Included (as evidence of lia¬ 
bility insurance which covers the work¬ 
ers while being transported). Such cer¬ 
tificate represents that a motor vehicle 
liability Insurance policy, including a 
Farm Labor Contractor Liability En¬ 
dorsement. provides insurance in an 
amount not less than that required un¬ 
der the law or regulation of any State 
in which such applicant operates a ve¬ 
hicle in connection with-the business, 
activities or operation as a farm labor 
contractor: but in no event shall the 
coverage be less than the amounts appli¬ 
cable to vehicles used In the transporta¬ 
tion of passengers under the Interstate 
Commerce Act and regulations promul¬ 
gated pursuant thereto. These amounts 
currently are as follows: 

Insurance required for pastenqer equipment 


12 <w More than 
pa*a»ntm 12 p**- 
****** 


limit lor bodily Injuries to or 

drath of I person... 

limit lor bodily Injuries to or 
dratli at *11 imon* tnhsml 
or klltwl In my I addatt 
(imh)rct to * maximum of 
1100.000 far bodily Irjiirim to 

or death of 1 p*nr>n).. 

limit far kaa* or damat* In any 
1 aor bloat to property of 
othon (oxclttdlnc canto). 


The certificate also represents that the 
Insurance was obtained from an insur¬ 
ance carrier licensed or otherwise au¬ 
thorised to do business tn the State In 
which the insurance is obtained. 

<b) If the passenger hazard has been 
excluded from the Farm Labor Con¬ 
tractor Motor Vehicle Liability Certifi¬ 
cate of Insurance referred to in para¬ 
graph (a) of this section applicant shall 
submit In addition to such certificate of 
insurance a completed Farm Labor Con¬ 
tractor Standard Accident Policy Certi¬ 
ficate of Insurance as evidence of the is¬ 
suance of a Farm Labor Contractor 
Standard Accident Policy. Said policy or 
policies shall be issued by an insurance 
carrier licensed or otherwise authorized 


>11X1,000 $100,000 

300,000 500,000 

50.000 50,000 


to do business in the State In which the 
insurance Is obtained. The coverage 
afforded by such substitute insurance 
policy or policies shall not be less than 
the minimum amounts required In para¬ 
graph (a) of this section* 

§40.15 Proof of financial ro*pon*lhility 
in lieu of insurance. 

Financial responsibility in lieu of in¬ 
surance may be evidenced by a liability 
bond executed by the applicant, identi¬ 
fied In the instrument as the “principal," 
together with a third party, Identified in 
the Instrument as the “surety." to assure 
payment of any liability up to $500,000 
for damages to persons or property a ris¬ 
ing out of the applicant's ownership of. 
operation of, or causing to be operated 
any vehicle for the transportation of 
migrant workers tn connection with the 
business, activities, or operations as a 
farm labor contractor. The “surety" shall 
be one which appears on the list con¬ 
tained in Treasury Department Circular 
570. or which has been approved by the 
Secretary under the Employee Retire¬ 
ment Income Security Act of 1974 (Pub. 
L 93-406). Treasury Department Cir¬ 
cular 570 may be obtained from the U S. 
Treasury Department, Audit Staff. Bu¬ 
reau of Government Financial Opera¬ 
tions. Washington. D.C. 20226. 

§ 40.16 Qualification* and eligibility of 
insurance carrier*. 

(a) No certificate of insurance filed by 
an Insurance carrier in accordance with 
this section will be accepted, unless said 
Insurance carrier meets the following 
requirements: 

(1) The insurance carrier possesses 
and maintains surplus funds policy¬ 
holders' surplus) of not less than the 
minimum amount required by the U.S. 
Treasury Department, which minimum 
shall be determined on the basis of the 
values of assets and liabilities as shown 
in its financial statements filed with and 
approved by the insurance department or 
other insurance regulatory authority of 
the State of domicile (home State) of 
such company, except in instances where 
in the Judgment of the Administrator 
additional evidence with respect to such 
values Is considered necessary: and 

(2) The insurance carrier has a gen¬ 
eral policyholder’s rating of B or better 
In the current issue of "Best's—Insur¬ 
ance Reports—Fife and Casualty." or a 
"recommended" rating in the current is¬ 
sue of "Best’s—Insurance Reports— 
Life." 

(b) If the Insurance carrier Is not 
listed in the current issue of Best's, or. 
if listed, is not assigned a general policy- 
holder's rating of B or better or "recom¬ 
mended" whichever is applicable, such 
carrier may request approval for eligi¬ 
bility by submitting to the Administrator 
its latest financial statement, as filed 
with the insurance department of its 
home State, on the standard form, with 
all exhibits and schedules included, and 
copies of reports of examination on 
conditions and affairs, as prepared by 
State supervisory authorities and such 
other Information as the Administrator 
may request. 
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§ 10.17 Duration of insurance or liabit- 
it y bond. 

Any insurance policy or liability bond 
which is obtained pursuant to Uxis Act 
shall provide the required coverage for 
the full period during which the appli¬ 
cant for a Certificate of Registration 
si tall be engaged in transporting migrant 
workers within the meaning of the Act 
during a calendar year. If a policy or 
liability bond shall expire within 30 days 
of the date of filing an application for a 
Certificate of Registration, such Certifi¬ 
cate will not be issued unless the appli¬ 
cant shall have submitted written evi¬ 
dence of renewal or extension of said 
policy or liability bond for the period of 
time during which migrant workers will 
be transported. In the event that a policy 
or liability bond shall expire on a date 
which exceeds 30 days from the date of 
application for a Certificate of Registra¬ 
tion. proof of renewal or extension of a 
policy or of a liability bond must be sub¬ 
mitted promptly to the regional office 
which issued the Certificate of Registra¬ 
tion. 

§ 10.18 I .imitation* on cancellation of 
iitauronrc or liability bond. 

Any Insurance policy or liability bond 
required by the Act or this part shall 
provide that it shall not be cancelled, re¬ 
scinded, or suspended, nor become void 
for any reason whatsoever during such 
period in which the insurance or liability 
bond is required by the Act to be effec¬ 
tive. except upon the expiration of the 
term for which it is written: or unless 
the parties desiring to cancel shall have 
first given thirty (30) days notice to the 
Administrator. The notice will include a 
statement setting forth the reason for 
cancellation, rescission, or suspension of 
such policy or bond. The notice shall be 
in writing and forwarded via certified 
or registered mail, addressed to the Ad¬ 
ministrator of the Wage and Hour Di¬ 
vision. UJ5. Department of Labor, Wash¬ 
ington. D.C. 20210. Said thirty (30) days 
notice shall commence to run from the 
date notice Ls actually received by the 
Administrator. 

§10.19 Authorization to transport mi¬ 
grant Horkm. 

(a) No farm labor contractor may 
transport migrant workers within the 
meaning of the Act, unless said person 
shall submit— 

(1) Written proof of insurance or fi¬ 
nancial responsibility; 

<2> A statement In the manner pre¬ 
scribed by the Secretary identifying each 
vehicle to be used by the applicant for 
the transportation of migrant workers 
and under the applicant's ownership or 
control: and 

(3) Written proof that every such ve¬ 
hicle Is in compliance with all applica¬ 
ble State safety and health standards 
and with the rules and regulations pro¬ 
mulgated by the Bureau of Motor Car¬ 
rier Safety. Federal Highway Adminis¬ 
tration of the U.8. Department of Trans¬ 
portation. 

(b) If the farm labor contractor is to 
drive a vehicle for the transportation of 


migrant workers, the contractor must 
seek authorization for such activity by— 

(1) Submitting on a prescribed’form a 
doctor’s certificate with the application 
for the initial Certificate of Registra¬ 
tion and when applying (or a renewal 
certificate with authorization to drive, a 
new completed doctor’s certificate. If the 
previous certificate is more than 3 years 
old: and 

<2> Submitting evidence of an appro¬ 
priate license to operate such vehicle. 

§ 10.20 Authorization to Iioiiac migrant 
work era, 

(a) If an applicant for a Certificate of 
Registration is the owner of or will con¬ 
trol facilities to be used for housing mi¬ 
grant workers during any period for 
which such a certificate is sought, said 
applicant shall submit— 

(1) A statement identifying such fa¬ 
cilities; and 

(2) Written proof that the housing 
facilities comply with Federal safety and 
health standards as prescribed In either 
20 CFR 620.4 or 29 CFR 1910 142 and ap¬ 
plicable State standards of safety and 
health. Such written proof may be either 
a statement signed by the person to 
whom migrant workers are furnished by 
a farm labor contractor attesting that 
the housing facilities comply with Fed¬ 
eral safety and health standards and also 
with applicable State safety and health 
standards, or a written statement con¬ 
taining an attestation with equal effect 
and signed by the applicant, or written 
statements Issued by an authorized State 
and Federal Agency. 

<b> Should the required written proof 
be unavailable at the time of filing an 
application, the applicant must attest in 
writing that migrant workers in the ap¬ 
plicant’s crew will not be housed in any 
facilities under the ownership or control 
of the applicant that do not conform to 
ai: applicable Federal and State safety 
and health standards. In such event. If 
otherwise eligible, the applicant will be 
issued a Certificate of Registration with¬ 
out a housing authorization. This cer¬ 
tificate may be amended to Include an 
authorization to house migrant workers 
at such time as the required written 
proof is forthcoming: Provided , That 
such proof as prescribed herein will have 
been submitted not less than 30 days be¬ 
fore actual use or occupancy of the 
housing facilities to the regional office 
which had issued the Initial certificate. 

§ 10.21 Expiration ami rntcual of Cct- 
tificatr of Reg intro! ion. 

A Certificate of Registration, once is¬ 
sued. may not be transferred or assigned 
and shall be effective for the remainder 
of the calendar year during which it was 
Issued unless suspended or revoked. In 
any case In wliich an application for re¬ 
newal of a valid Certificate of Registra¬ 
tion submitted in accordance with the 
requirements of fif 40.11 through 40.20 of 
these regulations has been made on or 
before November 30 of the year preceding 
the year for which renewal is sought, the 
authority to operate as a farm labor 
contractor under an existing certificate 


shall not expire until the renewal appli¬ 
cation shall have been finally determined 
by the Administrator. 

§ 10.22 Hrplarrmrnt of Certificate of 
Rcgifttrotkm. 

If a Certificate of Registration is Ios^ 
or destroyed, a duplicate Certificate of 
Registration may be obtained by the sub¬ 
mission to the regional office that issued 
it or to any regional office of the Em¬ 
ployment Standards Administration of a 
written statement explaining its loss or 
destruction, indicating where the original 
application was filed and requesting that 
a duplicate be issued. 

Employee Identification 

§ 10.31 Filing of application for Farm 
labor Contractor Employer Identifi¬ 
cation Card. 

(a) Applications for an initial or re¬ 
newal Farm Labor Contractor Employee 
Identification Card are available at, and 
may be filed in. any office of the Employ¬ 
ment Service of the various 8tates. 

(b> An Employee Identification Card 
issued under Federal law is required 
whether or not registration, licensing or 
Identification of such person is required 
under State law, 

§ 10.32 Execution and Content of appli¬ 
cation for Farm labor Contractor 
Employee Identification Card. 

<a> The application shall set forth the 
information required thereon, shall be 
subscribed and sworn to by the applicant, 
and shall have attached the applicant's 
fingerprints on Form FD-258 as pre¬ 
scribed by the US. Department of 
Justice. 

<b> If a full-time or regular employee 
of a farm labor contractor is to drive 
any vehicle for the transportation of 
migrant workers in connection with the 
business activities or operations of a 
farm labor contractor, such employee 
shall seek authorization for such activity 
by (1) submitting on a prescribed form 
a doctor’s certificate with the application 
for the initial Employee Identification 
Card and, when applying for a renewal 
of such card with authorization to drive, 
said employee shall submit a new com¬ 
pleted doctor’s certificate, if the previ¬ 
ous certificate is more than 3 years old: 
and <2) submitting evidence of an ap¬ 
propriate license to operate such vehicle. 

§ 10.33 Authorized u*c of Farm labor 
Contractor Employer Identification 
Card. 

<a> Any employee holding a valid 
Farm Labor Contractor Employee Iden¬ 
tification Card described in 8 40.4 of this 
part is authorized to engage in the activ¬ 
ity or activities stated on such card solely 
on behalf of the employee’s named em¬ 
ployer who is a holder of a valid Certifi¬ 
cate of Registration without obtaining a 
Certificate of Registration as a farm 
labor contractor in such employee’s own 
name, 

(b> The authorization provided by 
Section 4(b) of the Act and paragraph 
(a) of this section shall continue as long 
as the Farm Labor Contractor Employee 
Identification Card— 
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(1) Remains valid; 

(2) Is in the Immediate personal pos¬ 
session of such holder when engaging 
in any activity authorized thereby; and 

(3) Is exhibited to any person with 
whom said holder undertakes to deal In 
such capacity. 

§ 40.3 4 Replacement of Farm Labor 
(Contractor Employee Identification 
Card, Iot»t card or change of employ¬ 
ment. 

(a) If a Farm Labor Contractor Em¬ 
ployee Identification Card is lost or de¬ 
stroyed. a duplicate card may be ob¬ 
tained by submitting to the regional of¬ 
fice that issued it or to any regional office 
of the Employment Standards Adminis¬ 
tration a written statement explaining 
Its loss or destruction, indicating where 
the original application was filed, the 
name and number of the farm labor con¬ 
tractor by whom employed, and request¬ 
ing that a duplicate be issued. 

(b) A Farm Labor Contractor Em¬ 
ployee Identification Card is valid only 
during the period in which the holder 
is a full-time or regular employee of the 
registered farm labor contractor named 
on the identification card. If. prior to the 
expiration of the identification card, the 
holder, through a change in employment, 
should become a full-time or regular em¬ 
ployee of a different registered farm la¬ 
bor contractor, a replacement identifica¬ 
tion card which names the new employer 
may be obtained by submitting to the re¬ 
gional office that issued the original 
card or to any regional office of the Em¬ 
ployment Standards Administration a 
written statement that Includes the date 
of the change in employment status and 
the name, home address, current address 
and certificate registration number of 
the new employer. 

(c) Any change of employment refer¬ 
red to In paragraph (b) of this section 
must be reported immediately. 

§ 10.35 Expiration and renewal of Farm 
UW Contractor Employee Identifi¬ 
cation Card. 

(a) A Farm Labor Contractor Em¬ 
ployee Identification Card, once issued, 
may not be transferred or assigned and 
shall expire on December 31 of the year 
of issuance, unless suspended or re¬ 
voked prior thereto. The holder of such 
a card may request renewal of such card 
by executing and filing in any office of 
the Employment Service of the various 
States, the following— 

(1) An application for renewal; 

(2) Upon request, a completed U.S. 
Department of Justice Fingerprint Card. 
Form FD-258; and 

(3) A prescribed doctor’s certificate 
and appropriate operator’s license in ac¬ 
cordance with 9 40.32(b), if such appli¬ 
cant is to be engaged as a driver for 
transporting migrant workers. 

(b) In any case in which an applica¬ 
tion for renewal of an Employee Iden¬ 
tification Card has been submitted in 
accordance with the requirements of 
paragraph (a) of this section on or be¬ 
fore November 30 of the year preceding 
the year for which renewal is sought, 
the authority to operate as a full-time 


or regular employee of a holder of a Cer¬ 
tificate of Registration shall not expire 
until the renewal application shall have 
been finally determined by the Admin¬ 
istrator. 

Action on Applications 
§ 40.41 Office of filing, action. 

Each application for a Certificate of 
Registration or a Farm Labor Contractor 
Employee Identification Card filed at any 
of the offices designated in §9 40.11 and 
40.31 respectively shall be transmitted 
promptly to the appropriate regional of¬ 
fice of the Employment Standards Ad¬ 
ministration. 

g 40.42 litf'uanrr, refusal to issue, sus¬ 
pension, revocation or refusal to re¬ 
news Farm Labor Contractor Certifi¬ 
cate of Registration or Farm I^ibor 
Contractor Employee Identification 
Card. 

(a) The Administrator or authorized 
representative shall; 

(1) Review each application trans¬ 
mitted by the offices of filing and deter¬ 
mine whether such application is com¬ 
plete and properly executed. 

(2) When appropriate, notify the ap¬ 
plicant in writing of any incomplete¬ 
ness or error in execution of on applica¬ 
tion and return the application for cor¬ 
rection and completion. 

<3) Determine after appropriate In¬ 
vestigation whether the applicant has 
complied with the requirements of the 
Act and this part and If appropriate is¬ 
sue a Certificate of Registration or a 
Farm Labor Contractor Employee Iden¬ 
tification Card authorizing the perform¬ 
ance of any or all activities permitted 
under the Act. 

(b) The Administrator may refuse to 
issue, may suspend, revoke or refuse to 
renew a Certificate of Registration or a 
Farm Labor Contractor Employee Iden¬ 
tification Card when an investigation 
presents grounds as set forth In I 40.63 
of this part for such action. 

Obucations and Prohibited Acts 

§ 40.51 Obligation* of a farm labor con¬ 
tractor. 

The Act and these regulations Imposes 
the following obligations on all farm 
labor contractors: 

(a) The farm labor contractor shall 
obtain an appropriate Certificate of Reg¬ 
istration before engaging in any activ¬ 
ities of a farm labor contractor, 

(b) The farm labor contractor shall 
provide the Secretary with a notice of 
each and every address change within 
10 days after such change of address. 

(c) Whenever a farm labor contractor 
obtains a vehicle or learns of the Intended 
use of a vehicle for the transportation of 
migrant workers by said contractor and 
such vehicle or vehicles are under the 
contractor’s ownership or control, said 
contractor shall, within 10 days after he 
obtains or learns of such intended use— 

(1) Furnish a statement which shall 
Identify each such vehicle; 

(2) Provide written proof that each 
such vehicle conforms to all applicable 


Federal and State safety and health 
standards: and 

(3) Furnish written proof of insurance 
or financial responsibility for such vehi¬ 
cle or vehicles to the office which origi¬ 
nally had issued the Certificate of 
Registration. 

(d) If the farm labor contractor is to 
drive a vehicle for the transportation of 
migrant workers, the contractor must 
seek advance authorization for such ac¬ 
tivity by (1) submitting on a prescribed 
form a doctor's certificate with the ap¬ 
plication for the initial Certificate of 
Registration and when applying for a 
renewal certificate with authorization to 
drive, a new completed doctor’s certi¬ 
ficate. if the previous certificate Is more 
than 3 years old; and (2) submitting 
evidence of an appropriate license to op¬ 
erate such vehicle. 

(e) If the contractor obtains housing 
facilities, or learns that certain facilities 
will be used for housing migrant workers 
and such facilities are under the owner¬ 
ship or control of the contractor, said 
contractor shall provide the documenta¬ 
tion as prescribed in paragraph (a) of 
9 40.20 to the regional office which had 
issued the initial certificate. This docu¬ 
ment shall be submitted within 10 days 
after the contractor obtains or learns of 
the intended use of such real property 
and prior to its actual use. 

(f) A registered farm labor contractor 
shall carry the Certificate of Registra¬ 
tion at all times while engaging In farm 
labor contracting activities and shall ex¬ 
hibit the same to all persons with whom 
the contractor intends to deal as a farm 
labor contractor prior to so dealing. 

(g) The farm labor contractor shall 
ascertain and disclose to the worker to 
the best of the contractor’s knowledge 
and belief at the time the worker is re¬ 
cruited. the following information in 
writing and in a manner understandable 
by such worker on form WH-418 (in¬ 
formation on wages and working condi¬ 
tions)— 

(1) The area of employment; 

(2) The crops and operations on 
which the worker may be employed; 

(3) The transportation, housing, and 
insurance to be provided the worker; 

(4) The wage rates to be paid the 
worker; 

(5) The charges to be made by the 
farm labor contractor for such contrac¬ 
tor’s services; 

<6> The period of employment; 

(7) The existence of a strike or other 
concerted stoppage, slowdown, or inter¬ 
ruption of operations by employees at a 
place of contracted employment; and 

(8) The existence of any arrange¬ 
ments between the farm labor contractor 
and any owner, proprietor, or agent of 
any commercial or retail establishment 
in the area of employment, under w f hlch 
the contractor is to receive a commis¬ 
sion or any other benefit resulting from 
any sales provided to such establishment 
from the migrant workers. 

(h) Upon arrival at a given place of 
employment, the farm labor contractor 
shall post in a conspicuous place a writ¬ 
ten statement of the terms and condi- 
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tions of that employment in a language 
in which the workers are fluent and writ¬ 
ten in a manner understandable by such 

workers. 

(I> In the event the contractor owns, 
manages, supervises, or otherwise con¬ 
trols the housing facilities, such person 
shall post in a conspicuous place the 
terms and conditions of occupancy in a 
language in which the worker is fluent 
and In a manner understandable by such 
worker. 

(J) In the event the farm labor con¬ 
tractor pays the migrant workers en¬ 
gaged in agricultural employment, either 
on behalf of such contractor or on be¬ 
half of another person, such contractor 
shall keep payroll records which shall 
show for each worker In each wwkw'eek 
of the payroll period, name in full, home 
address, total earnings, itemized state¬ 
ment of all withholdings or deductions 
from earnings, net earnings, the hours 
worked each day, the total hours worked 
each workweek, and hourly rate of pay. 
If the w orker is employed on a time basis 
other than hourly, this record shall also 
show the time period constituting the 
basis for payment. In addition, if the 
worker is employed on a piece rate basis, 
the payroll records shall show the num¬ 
ber of units of work performed and the 
rate per unit. 

(k> The farm labor contractor shall 
provide to each migrant worker engaged 
in agricultural employment with whom 
the contractor deals in a capacity as a 
farm labor contractor a statement of all 
sums paid to such contractor (Including 
sums received on behalf of such migrant 
worker) on account of the labor of such 
migrant worker. The farm labor con¬ 
tractor shall also provide each such 
worker with an itemized statement show¬ 
ing all sums withheld by said contractor 
from the amount received on account of 
the labor of such worker, and the pur¬ 
pose for which such stuns were withheld. 

<D The contractor shAll provide to the 
person to whom a migrant worker is 
furnished all information and records re¬ 
quired to be kept by such contractor 
under paragraph <j> of this section and 
all Information required to be provided 
to any migrant worker under paragraph 
<k» of this section. 

<m) The farm labor contractor shall 
promptly pay or contribute when due to 
the individuals entitled thereto all 
moneys or other things of value entrusted 
to said farm labor contractor by any 
farm operator for such purposes. 

(n) A farm labor contractor shall re¬ 
frain from requiring any worker to pur¬ 
chase any goods solely from such farm 
labor contractor or any other person. 

fo) The farm labor contractor shall 
refrain from violating or from taking 
any action in violation of Section 5(b) 
of the Act. 

<p> A farm labor contractor shall re¬ 
frain from recruiting, employing or util¬ 
izing with knowledge the services of any 
person who Is an alien not lawfully ad¬ 
mitted for permanent residence or who 
has not been authorized by the Attorney 
General to accept employment, and must 


evidence an affirmative showing of a 
bona fide inquiry of each prospective 
employee’s status as a United States 
citizen or as a person lawfully authorized 
to work In the United States. Such af¬ 
firmative showing will be deemed to be 
met by written documentation that reli¬ 
ance in good faith was based on any of 
the following: 

(1) Acceptable evidence of United 
States citizenship— 

<i> Birth certificate. 

<U > Certificate of citizenship. 

(ill) Certificate of naturalization. 

<iv) U.S. identification card (INS— 
Form 1-170 or 1-197). 

(V) Passport issued by United States 
identifying person as citizen of United 
States. 

(vi) Consular report of birth (State 
Department Form FS-240 ). 

(2) INS—Form 1-151, Alien Registra¬ 
tion Receipt Card (green card), which is 
proof that the alien has been lawfully 
admitted to the United States for per¬ 
manent residence and may accept any 
employment in tills country without re¬ 
striction. It Ls a green or blue-green 
wallet-sized laminated card, bearing a 
photograph of the alien and contains in¬ 
formation concerning his alien registra¬ 
tion number, date of admission as an 
immigrant, birth date and sex. 

(3) INS—Form 1-94 (with or without 
a passport) — 

(l) INS—Form 1-94 bearing an em¬ 
ployment authorization consisting of the 
w ords “Employment Authorized.” 

(U) INS—Form 1-94 bearing the des¬ 
ignation of H-2, as endorsed on the 
front or back of the form, authorizing 
a person to engage only in agricultural 
employment during the period of such 
person s authorized stay in the United 
States. 

<q) A farm labor contractor is respon¬ 
sible for assuring that every full-time 
or regular employee employed by such 
Contractor has obtained either a Farm 
Labor Contractor Employee Identifica¬ 
tion Card or a Certificate of Registration, 
as required by the Act and these regula¬ 
tions. prior to such employee’s engage¬ 
ment in any activity enumerated In Sec¬ 
tion 3(b) of the Act. 

§ 40.52 Obligation* of ponton bolding a 
valid Farm Labor Contractor Em¬ 
ploy ce Identification Card. 

Any person holding a valid Farm Labor 
Contractor Employee Identification Card 
in accordance with the provisions of 
48 40.31 through 40.35 of this part ls 
subject to and is required to comply with 
all of the provisions of the Act and these 
regulations to the same extent as if said 
person had been required to obtain a Cer¬ 
tificate of Registration in such person's 
own name. 

§ 40.53 Obligation* of gtower, prorc**or, 
and other u*cr. 

Any person who is furnished any 
migrant worker by a farm labor contrac¬ 
tor shall— 

(a) Maintain all payroll records re¬ 
quired to be kept by such person under 
Federal law; 


<b> Obtain and maintain records con¬ 
taining the information required to be 
provided to such person by the farm 
labor contractor under Section 6(e) of 
the Act and 8 40.51(1) of this part with 
respect to migrant workers paid by a 
farm labor contractor; and 

*C) determine before engaging the 
services of a farm labor contractor to 
supply farm labor that the contractor 
possess a Certificate of Registration that 
is In full force and effect at the time he 
contracts with the farm labor contractor. 

§ 10.5 I Duoriminatton prohibited. 

<a) Any person is deemed to have vio¬ 
lated the Act if he intimidates, threatens, 
restrains, coerces, blacklists, discharges, 
or in any manner discriminates against 
any migrant worker who for Just cause— 

(1) filed a complaint with reference 
to tills Act with the Secretary of Labor; 
or 

12) instituted or caused to be in¬ 
stituted any proceeding under or related 
to tills Act; or 

<3> has testified or is about to testify 
in any proceeding under or related to 
this Act; or 

(4) has exercised on behalf of others 
any right or protection afforded by this 
Act to such persons. 

(b) A complaint alleging such dis¬ 
criminatory conduct may be filed with 
the Secretary within 180 days after the 
happening of such unlawful acts. 

Violations and Sanctions 

§ 10.61 Koport of violation*, tmrvligii* 
lion*, iftftunnrc of ftiibprnaa. 

(a) Any person may report a viola¬ 
tion of the Act or regulations of this port 
to tlie Administrator by advising any 
local office of the Employment Service of 
the various 8tates, or any office of the 
Employment Standards Administration. 
U.S. Department of Labor, or any other 
representative of the Administrator. The 
office or person receiving such a report 
shall refer it to the regional office of the 
Employment Standards Administration 
for the region in which the reported 
violation is alleged to have occurred and 
the Administrator shall direct that an 
appropriate investigation of any alleged 
violation shall be made. 

(b) The Administrator, upon receipt 
of a complaint or upon his own initia¬ 
tive, may investigate and gather data 
respecting such case, may enter and in¬ 
spect such places and records (and make 
copies thereof). may question persons be¬ 
ing investigated or proceeded against, 
may Issue subpenas requiring the at¬ 
tendance and testimony of witnesses or 
the production of any documentary or 
other evidence from any place in the 
United States at any designated place of 
hearing as may be appropriate, to deter¬ 
mine whether a violation of this Act or 
this part has been committed. In con¬ 
nection with the foregoing, the said of¬ 
ficer or his agent may administer oaths 
and affirmations, examine witnesses and 
receive evidence. 

(c) In case of disobedience to a sub- 
pena, the aid of a Federal District Court 
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which is authorized to issue an order 
requiring the person or business organ¬ 
isation to obey such subpena may be in¬ 
voked. 

(d) Investigations are to be conducted 
in a manner which protects the confi¬ 
dentiality of any complainant or other 
person who provides information on a 
confidential basis. 

§ 40.62 Sanction*. 

(a) Violations of the Act or regula¬ 
tions thereunder may result in the im¬ 
position of civil injunctive relief or, in 
the case of willful and knowing viola¬ 
tions by a farm labor contractor or em¬ 
ployee thereof, the imposition of crimi¬ 
nal sanctions. In addition, civil money 
penalties of not more than $1,000 for 
each violation may be assessed adminis¬ 
tratively. Further, administrative action 
may be taken to suspend, revoke, refuse 
to issue or renew a Certificate of Reg¬ 
istration or Employee Identification 
Card, and to deny the facilities and serv¬ 
ices afforded by the Wagner-Peyser Act 
The taking of any one of the above ac¬ 
tions shall not be a bar to the concur¬ 
rent taking of any other action enumer¬ 
ated in this section. 

(b) If, upon the receipt of a complaint 
in which a worker has alleged discrimi¬ 
natory action of a type specified in sec¬ 
tion 13<a> of the Act and § 40.54 of this 
part, the ensuing investigation results in 
a determination that such discrimina¬ 
tory conduct had been committed, an 
action shall be instituted in an appropri¬ 
ate Federal District Court to restrain 
such violation and to seek such other re¬ 
lief as may be appropriate. Including 
rchirlng or reinstatement of the worker, 
with backpay, or damages. 

§ 40.63 Ortificatc* of Kcgi'tration and 
Farm l^ibor tloiitrador Employer 
Identification Card*— ground* for re¬ 
vocation or »u«|M'it!»ioii or refusal to 
U«ur or to renew. 

Certificates of Registration and Farm 
Labor Contractor Employee Identifica¬ 
tion Cards may be revoked or suspended, 
or issuance or renewal thereof refused, 
if the applicant or registrant— 

(a) Fails or refuses to comply with 
any provisions of $ 40.51 of this part; 

(b) Knowingly has made any misrep¬ 
resentations or false statements in an 
application for a Certificate of Registra¬ 
tion or for Farm Labor Contractor Iden¬ 
tification Card or any renewal thereof; 

<c) Knowingly has given false or mis¬ 
leading information to migrant workers 
concerning the terms, conditions, or ex¬ 
istence of agricultural employment; 

<d> Has failed, without Justification, 
to perform agreements entered into or 
arrangements with farm operators; 

<c) Has failed, without Justification, 
to comply with the terms of any working 
arrangements that the applicant or reg¬ 
istrant has made with migrant workers; 

(f) Has failed to show financial re¬ 
sponsibility satisfactory to the Admin¬ 


istrator or has failed to keep in effect a 
policy of insurance as required by Section 
5<a)<2) of the Act; 

(g) Has recruited, employed or utilized, 
with knowledge, the services of any per¬ 
son. who is an alien not lawfully admitted 
for permanent residence, or who has not 
been authorized by the Attorney General 
to accept employment; 

(h) Has been convicted of any crime 
under State or Federal law relating to 
gambling or to the sale, distribution, or 
possession of alcoholic liquors in con¬ 
nection with or Incident to his activities 
as a farm labor contractor; or has been 
convicted of any crime under State or 
Federal law in wiving robbery, bribery, 
extortion, embezzlement, grand larceny, 
burglary, arson, violation of narcotics 
laws, murder, rape, assault with Intent 
to kill, assault which inflicts grievous 
bodily injury, prostitution, or peonage; 
where the date of the Judgment of con¬ 
viction of any crime as specified herein 
has been entered with a period of 5 years 
preceding the action of the Secretary 
under this paragraph; 

(!) Has failed to comply with rules and 
regulations as required by If 40.19 and 
40 20 of this part; 

<j> Knowingly employs or continues 
to employ any person, to whom subsec¬ 
tion <b) of Section 4 of the Act applies, 
who has taken any action, except for 
that listed in paragraph <f) of this sec¬ 
tion. which could be used by the Admin¬ 
istrator under this section to refuse to 
issue a Certificate of Registration: 

<k) Is not in fact the real party in 
interest in any such application for a 
Certificate of Registration and that the 
real party In Interest is a person, firm, 
partnership, association, or corporation 
who previously has been denied a Cer¬ 
tificate of Registration, has had a Cer¬ 
tificate of Registration suspended or re¬ 
voked, or who does not presently qualify 
for a Certificate of Registration; 

(1) Has failed to furnish, or refused 
to allow a designated representative of 
the Administrator to obtain appropriate 
information necessary to make a deter¬ 
mination of eligibility for a Certificate 
of Registration or a Farm Labor Contrac¬ 
tor Employee Identification Card as pro¬ 
vided by Sections 5(b) and 7 of the Act; 

<m> Has used a vehicle for the trans¬ 
portation of migrant workers, or has used 
real property for the housing of migrant 
workers while such vehicle or real prop¬ 
erty failed to conform to all applicable 
Federal and State safety and health 
standards, to the extent any such vehicle 
or real property has come within the 
ownership or control of such farm labor 
contractor; 

(n) Has intimidated, threatened, re¬ 
strained. coerced, blacklisted, dis¬ 
charged. or in any manner discriminated 
against any migrant worker who has 
filed a complaint or instituted or caused 
to be instituted any proceeding or has 
exercised any right or protection afford¬ 
ed by this Act, whether such action Is on 


behalf of said worker or on behalf of 
others; or 

<o) Has failed to comply with any of 
the provisions of this Act or any regula¬ 
tions issued thereunder. 

§ 40*6-4 Denial of facilitie* and nervier* 
of Wagncr-IVyacr Ail. 

(AMI) Upon determination by the 
Secretary that a person has knowingly 
engaged the services of a farm labor 
contractor who did not possess a valid 
Certificate of Registration as required 
by the Act, such person may be denied 
the facilities and services authorized by 
the Wagner-Peyser Act for a period of 
up to 3 years. 

(2) Evidence that a farm labor con¬ 
tractor possesses a Certificate of Regis¬ 
tration that is in full force and effect 
may consist of— 

<i> The Certificate of Registration 
submitted by the farm labor contractor 
or 

<ii> A confirmation of such fact ob¬ 
tained from the Secretary’s public cen¬ 
tral registry of all persons issued Cer¬ 
tificates of Registration. 

(3) If an investigation results in a 
finding of violation, the Secretary shall 
notify any person charged with such 
violation of any proposal to deny such 
person the facilities and services avail¬ 
able under the Wagner-Peyser Act, and 
of such person’s right to request a hear¬ 
ing. as prescribed in Subpart B of this 
part. 

‘b* If a farm labor contractor fails or 
refuses to exhibit a valid Certificate of 
Registration to all persons with whom 
he intends to deal in his capacity as a 
farm labor contractor prior to so deal¬ 
ing. os required by Section 6<a) of the 
Act and I 40.51(f) of this part, the con¬ 
tractor shall be denied the facilities and 
services authorized by the Wagner-Pey¬ 
ser Act. 

§ 40.65 Civil money ami other admin- 
iM rat ion i^nallic*. 

(a) Where violations by any persons of 
the Act or any regulations promulgated 
thereunder have been disclosed and have 
resulted in proposals to refuse renewal ur 
issuance or to suspend or to revoke a 
Certificate of Registration or a Farm 
Labor Contractor Employee Identifica¬ 
tion Card or to assess a civil money 
penalty or to deny persons the service 
and facilities of the Wagner-Peyser Act. 
any one so charged Is entitled to an op¬ 
portunity for a proceeding before an ad¬ 
ministrative law Judge as described in 
8ubpart B of this part. 

<b) Any assessment of a civil money 
penalty shall bo based on the available 
evidence and shall take into considera¬ 
tion among others, one or more of the 
following factors; 

(1> Previous history of violation or 
violations. 

<2> The number of migrant Workers 
affected by the violation or violations. 

(3) The gravity of the violation or 
violations. 
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<4) Efforts made in good faith to com¬ 
ply with the Act. 

(5) Explanation of person charged 
with the violation or violations, 

(6) Assurances of future compliance, 
taking Into account the public health. 
Interest or safety. 

<7) Financial gain on the part of the 
violator or financial losses to worker or 
workers. 


§ 40.66 Waiver of right*. 

Any agreement by an employee pur¬ 
porting to waive or modify any rights 
Inuring to said person under this Act or 
rules promulgated thereunder shall be 
void as contrary to public policy, except 
a waiver or modification of rights or 
obligations hereunder in favor of the 
Secretary shall be valid for purposes of 
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enforcement of the provisions of the Act 
or rules promulgated thereunder. 

Signed at Washington. D.C., on this 
28th day of November 1975. 

Robert C. Chase. 
Deputy Assistant Secretary 
for Employment Standards. 
JFR Doc.75-33871 Piled 13-5-75:8:48 am) 
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DEPARTMENT OF 
TRANSPORTATION 

Federal Aviation Administration 

[ 14 CFR Parts 63, 91, 105, 121, 123, 129, 
135,137,145, and 147 ] 

[Docket No. 15196; Notice No. 75-39 J 
| Not Ico No. 21 

OPERATIONS REY1EW PROGRAM 
Clarifying and Editorial Changes 

The Federal Aviation Administration 
is considering amending Ports 63. 91.105, 
121. 123, 129, 135. 137,145. and 147 of the 
Federal Aviation Regulations to make 
several clarifying and editorial changes. 

Interested persons are Invited to par¬ 
ticipate in tills proposed rule making by 
submitting such written data, views, or 
arguments as they may desire. Commu¬ 
nications should identify the Regulatory 
Docket or Notice Number and be sub¬ 
mitted in duplicate to: Federal Aviation 
Administration. Office of the Chief Coun¬ 
sel, Attention: Rules Docket, AGC-24. 
800 Independence Avenue. S.W . Wash¬ 
ington. D.C. 20591. All communications 
received on or before March 8. 1976. will 
be considered by the Administrator be¬ 
fore taking oction on the proposed rule. 
The proposals contained in this notice 
may be changed in the light of comments 
received. All comments submitted will be 
available, both before and after the clos¬ 
ing date for comments, in the Rules 
Docket for examination by interested 
persons. 

On February 28,1975, the Federal Avia¬ 
tion Administration, by Notice 75-9 (40 
FR 8685), invited all interested persons 
to submit proposals for consideration 
during tIre 1975-76 Operations Review. 
In that Notice, the FAA announced that 
it would make available for comment a 
compilation of the proposals which were 
to be given further consideration as pos¬ 
sible agenda items for the Operations Re¬ 
view Conference (December 1-5,1975). 

On June 4, 1975, the FAA. by Notice 
No. 75-9A (40 FR 24041). announced 
the availability of the Compilation of 
Proposals described In Notice 75-9. As 
stated in Notice No. 75-9. not all pro¬ 
posals received were included in the 
Compilation. A number of the proposals 
excluded from the Compilation pertain 
solely to nonsubstantive editorial matters 
and minor clarifying revisions. Those 
proposals are contained in this Notice. 

Many of the proposed changes involve 
the deletion of compliance dates which 
have past and no longer have application 
in the regulations. In some cases, dele¬ 
tion of the date will require minor non¬ 
substantive changes to the affected sec¬ 
tion or paragraph. In other cases, an en¬ 
tire section or paragraph will be deleted 
since the compliance date controlling the 
substantive requirement has passed. The 
following sections would be affected by 
this proposal: 55 63.45; 91.4; 91.17(c); 
91.24(a) and <b>: 91.33(c)(3) and (e); 
91.43(e); 91.45(a) (2) Uv) and <a)<3)<il>; 
91.51(a); 9182(a) and (g)(4); 91.53(a); 
91.90; 91813(a) and (c); 91817(a). <b). 
and (f); 121.55(b) and (c); 121.289(a) 
and <d); 121.305<J); 121.343(a)(2). (f), 
and (g); 121.349(c); 121.357(a) and (b); 


121.359(a); 121.433a(a); 121.538(b); 121.- 
576; 123.3; 123.11; 129.17(b); 1358(d) 
and <e>; 135.11; 135.140(a); 135.144; 
135.144a; 135.155(e); 135.163(b); 135.- 
167(a); 147.3; and 147.7(c). 

In addition to the changes described 
above, several other minor changes are 
proposed which would clarify the regula¬ 
tions in question. There follows an enu¬ 
meration of those sections affected by 
such changes with a brief explanation 
for each. 

As a result of the deletion of old com¬ 
pliance dates in 4 9184(b), a revision to 
that paragraph would be necessary for 
clarity. As proposed, paragraph (b) 
would be revised by placing the reference 
to Groups I, II. and III Terminal Control 
Areas governed by 9 91.90 In one sub- 
paragraph (rather than three), with the 
remaining subparagraph covering all 
controlled airspace of the 48 contiguous 
States and the District of Columbia above 
12,500 feet MSL excluding the airspace 
at and below 2,500 feet AGL, 

Section 91.33(e) would be amended by 
clarifying the fact that the requirements 
therein are applicable in all 50 states 
and the District of Columbia. This 
change would be necessary due to the 
deletion of old dates. Furthermore, the 
requirement that ATC be notified of a 
failure of the DME at or about 24.000 
feet MSL would be applied only to the 
pilot in command, since the current ref¬ 
erence to “each pilot” is ambiguous, can 
lead to confusion, and Is inconsistent 
with the language in 6 91.43(e). With re¬ 
spect to § 91.43 (e), the reference to the 48 
contiguous States and the District of Co¬ 
lumbia and the States of Alaska and 
Hawaii would be changed to merely cite 
the 50 states and the District of Co¬ 
lumbia. 

The deletion of dates in $ 91.24 would 
require concomitant changes in 4 91.90. 
These changes to subparagraphs (a) (3) 
(111) and (b) (2) (ill) would significantly 
reduce the text. In addition, other minor 
changes to paragraphs (b) and (c) would 
be necessary to reflect the changes to 
5 91.24. 

Section 91.181(a) would be amended 
to clairfy the applicability of Subpart D 
of Part 91 to Include reciprocating en¬ 
gine powered large airplanes. This clari¬ 
fication would express intent of Subpart 
D and FAA interpretations of the cov¬ 
erage thereof. 

It Is proposed to delete from the para¬ 
chute Jumping Information requirements 
of 1 105.25(a) the requirement in sub- 
paragraph (5) that the ‘Time" of the 
Jump be provided. That requirement is 
redundant, since subparagraph (1) also 
requires that information. 

Deviation authority granted under 
Section 121.55(b) terminated Septem¬ 
ber 30, 1970. Consequently, paragraphs 
(b) and (c) of 9 121.55 are superfluous 
and it is proposed to delete them. With 
those deletions, the remainder of 9 121.55 
would be revised accordingly. 

In addition to the deletion of old dates 
in paragraph (b) of 9 121.357, It is pro¬ 
posed to clarify paragraph (a> to make 
that paragraph applicable to both pas¬ 
senger-carrying operations and cargo- 
only operations. By combining the pre¬ 
vious substantive requirements of para¬ 


graph <b) with paragraph (a), para¬ 
graph (b) can be deleted. 

Under 9 121.409(c), the programmed 
hours of training under an approved 
training program of a Port 121 certificate 
holder do not apply if the training pro¬ 
gram for an airplane type includes :t 
course of pilot training and a flight check 
in an airplane simulator as provided in 
9 121.424(d). Read by Itself. 9 121.409(0 
has led to a misinterpretation by some 
certificate holders that the flight check 
must be made in the simulator. Such an 
interpretation is not correct, and 
9 121.424(d) makes It clear that the High: 
check may be made in an airplane. Con¬ 
sequently. It Is proposed to delete the 
reference to a flight check in 121.409(c) 
(1). thereby making 9 121.424(d) the 
controlling regulation. For the purpo e 
of consistency, 9 121.409(c)(2) applica¬ 
ble to flight engineer training, would be 
amended in the same manner thereby 
making 1 121.425(c) the controlling reg¬ 
ulation as to that training. 

It is proposed to revise paragraphs (a ■ 
and (b) of 9 121.415 to make it clear that 
the section covers more than initial and 
transition training for crewmembers and 
dispatchers and extends to all training 
categories. In addition, this revision 
would clarify the requirements for basi 
indoctrination ground training. 

Section 121.432 would be revised by de¬ 
leting paragraphs (a> and (b) relating to 
check airman certification of a flight 
crewmember’s proficiency, and the due 
date for flight checks. These provisions 
arc redundant since paragraphs <b) and 
(c) of 9121.401 contain substantial:;/ 
the same provisions. 

It is proposed to amend 9 121.433(c) 
(l)(i) to clarify the fact that a flight 
crewmember taking recurrent training 
must, within the 12 months prior to hi 
serving as a required crewmember, have 
completed either recurrent ground and 
flight training or a flight check. The cur¬ 
rent provlsioas of 9 121.433(c) (1) appr 
to require both the completion of the 
training and the flight check, which w:u> 
not intended. 

Section 121.579 makes reference to 
“automatic pilots” in prescribing mid- 
mum altitudes for their use. However 
the current term for such flight guldanr 
systems Is “autopilot” and it is propose 1 
to adopt that term in place of automatic 
pilot. 

It is proposed to amend Part 123 by 
deleting 1133.5. Section 123.5 was 
adopted to provide, with 9 123.3. a tran¬ 
sition phase for the air travel club reg¬ 
ulations which were adopted In Part 123 
in 1968. 8ince that transition period has 
passed with all alMrevel clubs now cer¬ 
tificated and operating under Part 123. 
and because 9 123 87 prescribes the op¬ 
erating rules applicable to air travel club 
operations it is proposed to delete 9 123 « 

Under 9 1358(d). the holder of an air 
taxi/commercial operator certlflc: e 
(ATCO) could. If he applied for opera¬ 
tions specifications under Part 121 be¬ 
fore February 15. 1970, continue to oper¬ 
ate large aircraft without Part 121 op¬ 
erations specifications until his applica¬ 
tion was either denied or the operations 
specifications issued. However, since all 
such applications have been acted upen 
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by the FAA, ft 135.2(d) is superfluous and 
•should be deleted. 

Section 135.43(b) would be amneded to 
make it clear that both aircraft and air¬ 
men records required under paragraph 

(a) of ft 135.43 must be retained for 6 
months. 

As the result of the adoption of Sub¬ 
part D to Part 91 (Amendment 91-101, 
effective October 23. 1972, 37 F.R. 14758), 
a change to ft 135.67 is proposed to add a 
reference to 5 91.217 to the list of pre¬ 
flight airworthiness checks a pilot in 
command must make. This change is 
necessary since some aircraft operated 
under Part 135 are required to be in¬ 
spected under ft 91.217. 

Part 137 would be amended by chang¬ 
ing certain of the terminology used in 
the Part to reflect provisions of the Fed¬ 
eral Environmental Pesticide Control 
Act of 1972. The terms “economic poi¬ 
son*’ and “poison” wherever they appear 
in (ft 137.19 and 137.39 would be changed 
to ‘ pesticide." In ft 137.3, the term “Sec¬ 
retary of Agriculture*' would be changed 
to “Administrator of the U.S. Environ¬ 
mental Protection Agency." In ft 137.39. 
die term “U.S. Department of Agricul¬ 
ture** would be changed to “U.S. Envi¬ 
ronmental Protection Agency." Finally, 
in ft 137.53(c)(1), the term “periodic in¬ 
spection" would be changed to “annual 
Inspection** to reflect current require¬ 
ments. 

Section 145.43(b) (3) requires that the 
employment summary of each employee 
of a certificated domestic repair station 
must include, with respect to his past 
employment record, the terms of em¬ 
ployment by month, day, and year. Ex¬ 
perience with this requirement indicates 
that requiring the term of past employ¬ 
ment down to the day is burdensome in 
terms of the safety benefits derived, and 
therefore that requirement should be de¬ 
leted. 

Section 145.45(f ) would be amended to 
clearly require the applicant for a repair 
station certificate to provide an inspec¬ 
tion procedures manual. Under the cur¬ 
rent provision, the applicant must “pre¬ 
pare" such a manual but unlike current 
paragraphs (c). (d) and (e) of ft 145.45, 
he is not specifically required to provide 
it. The proposed amendment would cor¬ 
rect this inconsistency. 

It is proposed to amend ft 145.71 by 
changing the reference to “ftft 145.39 to 
145.43“ to “ftft 145.39 through 145.43“ to 
make it clear that ft 145.43 is included 
In those requirements which a foreign 
repair station need not meet 

It is proposed to delete 5 147.3(b) since 
all mechanic schools currently in opera¬ 
tion are considered by the FAA to be 
aviation maintenance technician schools 
under Part 147. Also, in Part 147, it is 
proposed to amend ft 147.38a by making 
the word “test” plural wherever it ap¬ 
pears, to clearly indicate that more than 
one test is required under Part 147. 

In addition to the proposals discussed 
above, it is also proposed to make sev¬ 
eral section citation revisions to update 
cross references to certain sections In 
Part 61, which was revised In 1973 
'Amendment 61-60, effective Novem¬ 
ber 1, 1973, 38 F.R. 3156). The foilow- 
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tng changes would be made: in ft 91.17 
(a)(1), the reference to ft 61.38 would 
be changed to ft 61.69; in ft 135.27, the 
reference to ft 61.47(d) would be changed 
to 161.57(e); and in ft 135.138(b), the 
references to various provisions of 
ftft 61.117 and 61.121 would be changed 
to 98 61.61 and 61.127, as appropriate. 

These amendments are proposed un¬ 
der the authority of sections 313, 314, 
and 601 through 610 of the Federal Avia¬ 
tion Act of 1958 (49 U.S.C. 1354. 1355. 
and 1421 through 1430) and section 6(c) 
of the Department of Transportation 
Act (49 U.S.C. 1655(0). 

In consideration of the foregoing, it 
is proposed to amend Parts 63. 91. 105, 
121. 123. 129, 135. 137, 145. and 147 of the 
Federal Aviation Regulations, as follows: 

PART 63—CERTIFICATION: FLIGHT CREW 
MEMBERS OTHER THAN PILOTS 

1. By revising f 63,45 to read as fol¬ 
lows: 

§ 63.15 Addition of rlj&*» rat ins* l«» flight 
engineer certificate*. 

The holder of a flight engineer certifi¬ 
cate who applies for an additional rat¬ 
ing on that certificate must— 

in) Pass a practical test for a flight 
engineer certificate; 

(b> Successfully complete an ap¬ 
proved flight engineer training course or 
air carrier training program: or 

(c) Submit satisfactory evidence that 
he has acquired at least 25 hours of 
flight experience performing the duties 
and functions of a flight engineer on an 
airplane specified in 1 63.37(a). 


PART 91—GENERAL OPERATING AND 
FLIGHT RULES 

§91.4 [Amended] 

2. By amending ft 91.4 by deleting the 
words “After November 1, 1974, no” and 
inserting the word “No" In place thereof. 

§ 91.17 [ Amended] 

3. By amending ft 91.17(a)(1) by delet¬ 
ing “§01.38“ and inserting “5 61.69" in 
place theerof and by deleting and reserv¬ 
ing ft 91.17(c). 

4. By amending ft 91.24 as follows: 

§ 91.24 ATT. I run* ponder nnd automatic 
pressure altitude reporting equip¬ 
ment. 

(a) All airspace: U.S. registered civil 
aircraft . For operations not conducted 
under Parts 121, 123, 127, and 135 of this 
chapter. ATC transponder equipment 
used in U.S. registered civil aircraft must 
meet the performance and environ¬ 
mental requirements of any class of 
TSO-C74b or any class of TSO-C74c an 
appropriate, except that the Adminis¬ 
trator may approve the use of TSO-C74 
or TSO-C74a equipment if the applicant 
submits data showing that such equip¬ 
ment meets the minimum performance 
standards of the appropriate class of 
T80-C74c and evnrionmental conditions 
of the TSO under which it was manu¬ 
factured. 

(b) Controlled airspace: all aircraft . 
Except for persons operating helicopters 
in terminal control areas at or below 
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1.000 feet AGL under the terms of a 
letter of agreement, and except for per¬ 
sons operating gliders above 12.500 feet 
MSL but below the floor of the positive 
control area, no person may operate an 
aircraft in controlled airspace unless 
that aircraft is equipped with an oper¬ 
able coded radar beacon transponder 
having a Mode 3/A 4096 code capability, 
replying to Mode 3/A interrogation with 
the code specified by ATC. and is 
equipped with automatic pressure alti¬ 
tude reporting equipment having a Mode 
C capability that automatically replies to 
Mode C interrogations by transmitting 
pressure altitude information In 100-foot 
increments. This requirement applies 
to¬ 
il) Group I. Group H and Group HI 
Terminal Control Areas covered by 
ft 91.90 except as provided therein; and 
(2> Ail controlled airspace, of the 48 
contiguous states and the District of Co¬ 
lumbia. above 12.500 feet MSL. excluding 
the airspace at and below 2,500 feet AGL. 


5. By revising the first sentence of 
5 91.33(c)(3) and by revising ft 91.33(e) 
to read as follows: 

§ 91.33 Pov*cr«‘d civil aircraft *itli 
standard category U-S. alrworthincMi 
certificate*; inMrttmrnt and equip¬ 
ment requirement*. 

• • • • • 

<C) • • • 

(3) An approved aviation red or avi¬ 
ation white anticollision light system on 
all U.S. registered civil aircraft. • * • 


<e) Flight at and above 24,000 feet 
MSL. If VOR navigational equipment is 
required under paragraph (d)(2) of this 
section, no person may operate a U.S. 
registered civil aircraft within the 50 
states, and the District of Columbia, at 
or above 24.000 feet MSL unless that air¬ 
craft Is equipped with approved distance 
measuring equipment (DME ■. When 
DME required by this paragraph fails at 
and above 24.000 feet MSL, the pilot in 
command of the aircraft shall notify 
ATC immediately, and may then con¬ 
tinue operations at and above 24.000 feet 
MSL to the next airport of intended 
landing at which repairs or replacement 
of the equipment can be made. 


6. By revising the first sentence of 
ft 91.43(e) to read as follows: 

§ 91.13 Snccial rules for foreign ehil 
aircraft. 


(c) Flight at and above 24,000 fed 
MSL. If VOR navigation equipment is 
required under paragraph (c)(1) (11) of 
this section, no person may operate a 
foreign civil aircraft within the 50 states 
and the District of Columbia at or above 
24,000 feet MSL. unless the aircraft is 
equipped with approved distance meas¬ 
uring equipment (DME) capable of re¬ 
ceiving and indicating distance informa¬ 
tion from the VORTAC facilities to be 
used. • • • 
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§ 91.13 [Amended] 

7. By amending } 91.45(a) (2) (iv> by 
deleting the words "After February 20. 
1967." and by deleting from 9 91.45(a) <3> 
<li> the words "After February 20. 1967. 
a" and inserting the word "A" in place 
thereof. 

§91.51 [Amended] 

8. By amending 9 91.51(a) by deleting 
the words "after February 29, 1972." 

9. By deleting and reserving 8 91.52(g) 
(4) and revising 9 91.52(a) to read as 
follows: 

§ 91.52 Emergency locator transmitters. 

(a) Except as provided in paragraphs 
<e>. (f). and (g> of this section, no person 
may operate a U.8. registered civil air¬ 
plane unless it meets the applicable re¬ 
quirements of paragraphs <b*. (c>, and 
(d) of this section. 


(g> • • • 

<4) [Reserved 1 
§91.53 [Amended] 

10. By amending f 91.53(a) by deleting 
the words "July 1 of each of the years 
1970 and 1971, and April 1 of each year 
thereafter" and inserting the words 
"April 1 of each year" In place thereof. 

§91.90 [Amended] 

11. By amending 9 91.90 by— 

a. Revising | 91.90(a) (3) (Ui> to read 
as follows: 

(ill) The applicable equipment speci¬ 
fied in 9 91.24; 

b. Revising 9 91.90(b)(2)Oil) to read 
as follows: 

(ill) The applicable equipment speci¬ 
fied In 9 91.24, except that automatic 
pressure altitude reporting equipment Is 
not required for any operation within 
the terminal control area, and a trans¬ 
ponder is not required for IFR flights 
operating to or from an airport outside 
of but in close proximity to the terminal 
control area, when the commonly used 
transition, approach, or departure proce¬ 
dures to such airport require flight within 
the terminal control area. 

c. Deleting from paragraph (c) the 
words "After the date specified in 9 91.- 
24(b)(3). no" and inserting the word 
"No" In place thereof. 

§ 91.173 lAmended] 

12. By inserting a comma between the 
words • airframe" and "engine" in 9 91.- 
173(a) (2) (vi). 

13. By revising 9 91.181(a) to read as 
follows: 

§ 91.181 Applicability. 

(a) Sections 91.181-91.215 prescribe 
operating rules. In addition to those pre¬ 
scribed in other subparts of this part, 
governing the operation of large and of 
turbo-jet-powered multiengine civil air¬ 
planes of UB. registry. The operating 
rules in this subpart do not apply to those 
airplanes when they are required to be 
operated under Parts 121, 123, 129, 135, 
and 137 of this chapter. Sections 91.127 
and 91.129 prescribe an inspection pro¬ 
gram for large and for turbine-powered 


(turbojet and turboprop) mulUcnglne 
airplanes of U.S. registry when they are 
operated under this subpart or Part 129 
or 137 and to small turbine-powered mul¬ 
tiengine airplanes operated under Part 
135 of this chapter. 

§91.213 [Amended] 

14. By amending f 91.213(a) by delet¬ 
ing the words "after January 22, 1973." 
and by amending | 91.213(c) by deleting 
the words "After January 22. 1973, no" 
and Inserting the word "No" in place 
thereof. 

§91.217 [Amended] 

15. By amending 9 91.217 as follows: 

(a) By deleting the words ", and after 
January 22, 1973. except as provided In 
paragraph (f) of this section," In para¬ 
graph (a) and Inserting the word "and" 
in place thereof: 

(b) By deleting the words "after Janu¬ 
ary 22. 1973. except os provided In para¬ 
graph (f) of this section, ", in paragraph 
(b); and 

(c) By deleting paragraph (x) . 


PART 105—PARACHUTE JUMPING 

16. By revising 9 105.25(a) (5) to read 
as follows: 

§ 105.25 In for mii ii«n required, and no¬ 
tice of cancellation or postponement 
of jump. 

(a) • • • 

(5) The duration of the intended 
jump. 


PART 121—CERTIFICATION AND OPERA¬ 
TIONS: DOMESTIC; FLAG, AND SUPPLE¬ 
MENTAL AIR CARRIERS AND COMMER¬ 
CIAL OPERATORS OF LARGE AIRCRAFT 

§ 121.55 [ Amended ] 

17. By amending 9 121.55 by deleting 
paragraphs (b) and (c), by deleting the 
designation "(a)", and by redesignating 
9 121.55(a) <1>, (2). (3). (4). and (5) 
as 1121.55 (a), <b>. (c), <d>. and <c) 
respectively. 

18. By revising S 121.289 by deleting 
paragraph (d) and amending paragraph 
(a) as follows: 

§ 121.289 landing gear: aural warning 
dci icc. 

(a) Each large airplane must have a 
landing gear aural warning device that 
functions continuously under the fol¬ 
lowing conditions: 


§ 121.305 [Amended] 

19. By amending 9 121.305(J) by de¬ 
leting the words "After August 5. 1971, 
on" and inserting the word "On" In 
place thereof and by deleting the final 
paragraph of the section which be¬ 
gins with the words "A certificate 
holder. . , , w 

§ 121.313 [Amended] 

20. By amending 9 121343 by— 

a. Deleting the words "After Septem¬ 
ber 18, 1973. for” in paragraph (a)(2) 


and inserting the word "For" In place 
thereof: 

b. Deleting the words "After March 18, 
1974, each" In paragraph (f) and insert¬ 
ing the word "Each" in place thereof; 
and 

c. Deleting the words "After Septem¬ 
ber 18. 1972, each" and paragraph (g) 
and inserting the word "Each" in place 
thereof. 

21. By amending 1 121.349(c) to read 
as follows: 

§ 121.319 Radio equipment for opera¬ 
tion* under VFR over route* not navi¬ 
gated by pilotage or for operation, 
under IFlt or ovrr-thc-top. 


(c) Whenever VOR navigational re¬ 
ceivers are required by paragraph < a) or 
(b) of this section, at least one approved 
distance measuring equipment unit 
(DME) capable of receiving and indicat 
lng distance information from VORTAC 
facilities must be installed on each air¬ 
plane when operated In hte 50 States and 
the District of Columbia. 


§ 121.357 [Amended | 

22. By amending 9 12L357 by deleting 
the words. "In passenger-carrying op¬ 
erations," in paragraph (a) and by de¬ 
leting paragraph (b> and marking It 
"Reserved". 

23. By revising 5 121.359(a) to read as 
follows: 

§ 121.359 Cockpit voice recorder*. 

(a) No certificate holder may operate 
a large turbine engine powered airplane 
or a large pressurized airplane with four 
reciprocating engines unless an approved 
cockpit voice recorder is installed in thiu 
airplane and is operated continuously 
from the start of the use of the checklist 
(before starting engines for the purport 
of flight), to completion of the final 
checklist at the termination of the flight 
• • • • • 

24. By revising 9 121.409(c) as follows 

§ 121.'109 Training course* u*inp air¬ 
plane simulator* and other training 
devices. 

• • • • • 

(X) A course of pilot training in an air¬ 
plane simulator as provided in 9 121.424 
(d): or 

(2) A course of flight engineer 
training in an airplane simulator or 
other training device as provided in 
9 121.425(c). 

25. By amending 9 121.415 by deleting 
the flush paragraph immediately follow - 
lng paragraph (a)(3), and revising para¬ 
graphs (a)(1) and (b) as follows: 

§ 121.415 Crewmember and dispatcher 
training requirements. 

(a) Each training program mast pro¬ 
vide the following ground training as ap¬ 
propriate to the particular assignment 
of the crewmember or dispatcher: 

(1) Basic indoctrination ground train¬ 
ing for newly hired crewmembers or dis¬ 
patchers including 40 programmed hour- 
of instruction, unless reduced under 
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1 121.405 or as specified in 9 121.401(d). 
in at least the following— 

• • • • • 

<b> Each training program mast pro- 
tide the flight training specified in 
$ 1 121.424 through 121.426. as applicable. 
• • • • 
§121.132 I Amended] 

26 . By deleting *9 121.432(a) and (b) 
and redesignating 99 121.432(c), (d). (e) 
and <f) as 99 121.432(a), (b), (c), and 
<d respectively. 

§121.133 [Amended] 

27 By amending 9 121.433(c) (1) (i) by 
deleting the words *‘and a” and inserting 
the words or a” in place thereof. 

§121.133* [Amended] 

28. By amending 9 121.433a(a) by de¬ 
leting the words, ‘‘After December 6. 
1973, no“ and inserting the word “No” 
in place thereof, 

9 121.538 [Amended] 

29. By amending 9 121.538(b) by de¬ 
leting the words. ”, before February 6, 

1972,'*. 

§121.376 [Amended] 

30. By amending 9 121,576 by deleting 
the words “After May 1, 1974, means 
must be provided” and inserting “The 
certiacate holder must provide means” 
in place thereof. 

§121.579 [Amended] 

31. By amending 9 121.579 by deleting 
the words “automatic pilot” wherever 
they appear in the title and text and in¬ 
serting the word “autopilot” in place 

thereof. 


PART 123—CERTIFICATION AND OPERA¬ 
TIONS: AIR TRAVEL CLUBS USING 
LARGE AIRPLANES 

32 . By revising 9 123 3 to read as fol¬ 
lows; 

§ 123.3 Certificate and operation »pcci- 
Hralion* required. 

No person may operate an airplane in 
operations to which this part applies 
without, or In violation of. an air travel 
dub operating certificate and appropri¬ 
ate operations specifications issued un¬ 
der LhLs part 

§123.5 [Reserved] 

33 . By deleting and reserving 9 123.5. 

$ 1 23. 11 | Amended ] 

34 By amending 9 123.il(a) by de¬ 
leting the words “Except as provided in 
1123.3(b), the” and inserting the word 
“The** in place thereof. 

PART 129—OPERATORS OF FOREIGN 
AIR CARRIERS 

35 By revising 9 129.17(b) to read as 

follows: 

i 129.17 Radio Equipment. 

• • • • • 

'b) Whenever VOR navigational 
equipment is required by paragraph (a) 


of this section, at least one distance 
measuring equipment unit (DME>, capa¬ 
ble of receiving and indicating distance 
information from the VORTAC facilities 
to be used, must be installed on each air¬ 
plane when operated at or above 24.000 
feet MSL within the 50 States, and the 
District of Columbia. 


PART 135—AIR TAXI OPERATORS AND 

COMMERCIAL OPERATORS OF SMALL 

AIRCRAFT 

§135.2 [ Amended ] 

36. By deleting 9 135.2(d) and mark¬ 
ing it “Reserved”, and deleting the words 
“need not comply until May 15. 1975,” 
in 9 135.2(e) and inserting the words 
“must comply” in place thereof. 

37. By revising 9 135.11 to read as fol¬ 
lows: 

§ 135.11 Duration of certificate. 

An ATCO certificate is effective until 
surrendered, suspended, or revoked. The 
holder of an ATCO certificate that is 
suspended or revoked shall return it to 
the Administrator. 

§ 135.13 [Amended] 

38. By amending 9 135.43(b) by delet¬ 
ing the word “or” and inserting the word 
“and” in place thereof. 

39. By revising 9 135.67 to read as fol¬ 
lows: 

§ 135.67 Airport(line** cheek. 

The pilot In command may not begin a 
flight unless he determines that the fol¬ 
lowing airworthiness inspections have 
been made— 

(a) Those inspections required by 
9 91.169 or 9 135.60 of this chapter as ap¬ 
plicable; and 

(b) Inspections under 9 91.217 when 
required. 

§ 135.127 (Amended] 

40. By amending 9 135.127 by deleting 
the reference to “61.47(d) ” and inserting 
“9 61.57(e) “ In place thereof. 

41. By revising 9 135.138(b) to read as 
follows: 

§ 135.138 Initial and recurrent pilot 
leafing requirement*. 

<b> No certificate holder may use the 
services of a pilot, nor may any person 
serve as a pilot. In any aircraft unless, 
since the beginning of the 12th calendar 
month before that service, he passed a 
flight check given to him by the Ad¬ 
ministrator or an authorized check pilot 
in that class of aircraft. If single-engine 
airplane other than turbojet, or that 
type of aircraft, if helicopter, multi- 
engine. or turbojet, to determine the 
pilot’s competence in practical skills and 
techniques in that aircraft or class of 
aircraft, including at least the maneu¬ 
vers that are set forth in 9 61.127(a) (ex¬ 
cept (5)), 9 61.127'b) (except (7)), 
9 61.127(c) (except (7>), and 9 61.65(c) 
<1> and (5) of this chapter, and related 
advisory circulars for pilot certification 
in the class of aircraft the pilot is to 
operate. However, a pilot who holds an 
instrument rating need not demonstrate 
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the instrument flight maneuvers in 
9 61.65(0(1) and (5). 


§ 135.110 [Amended] 

42. By amending 9 135.140(a) by delet¬ 
ing the words “After December 6, 1973, 
no” and inserting the word “No” in place 
thereof. 

§ 135.111 [Amended] 

43. By amending f 135.144 and delet¬ 
ing the words “After May 31, 1972, no” 
and inserting the word “No” in place 
thereof. 

§ 135.144* [Deleted 1 

44. By deleting 9 135.144a. 

§ 135.155 (Amended] 

45. By amending 9 135.155(e) by delet¬ 
ing the words “After March 6, 1965. an” 
and Inserting the word “An” in place 
thereof. 

§ 135.163 [Amended] 

46. By amending 9 135.163(b) by 
deleting the words “After October 21, 
1972, no” and Inserting the word “No” in 
place thereof. 

§ 135.167 (Amended] 

47. By amending § 135.167(a) by delet¬ 
ing the words “After April 1. 1971. no” 
and inserting the word “No” in place 
thereof. 

" v 

PART 137—AGRICULTURAL AIRCRAFT 
OPERATIONS 

§ 137.3 [Amended] 

48. By amending 9 137.3 by deleting— 

a. The words “economic poison” 
wherever they appear and inserting the 
word “pesticide” in place thereof; and 

b. The words “Secretary of Agricul¬ 
ture” in the second paragraph and in¬ 
serting the words “Administrator of the 
U.S. Environmental Protection Agency” 
in place thereof. 

§ 137.19 [Amended] 

49. By deleting the words “economic 
poisons” or “poisons” where they appear 
in 99 137.19(a), and (e)(1) (ii). (ill), and 
(lv) (except in the phrase “poison con¬ 
trol center**), and inserting the word 
“pesticides” in place thereof. 

50. By amending 9 137.39 to read as 
follows: 

§ 137.39 Pesticide Di*pending. 

(a) Except as provided in paragraph 
(b) of this section, no person may dis¬ 
pense or cause to be dispensed from an 
air craft, any pesticide that Is registered 
with the XJB. Environmental Protection 
Agency under the Federal Insecticide. 
Fungicide, and RodenUcide Act (7 U.8.C. 
135) — 

• • • • ■ 

(b) This section does not apply to any 
person dispensing pesticides for experi¬ 
mental purposes under— 

(1) The supervision of a Federal or 
State agency authorized by law to con¬ 
duct research in the field of pesticides; or 
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(2) A permit from the U.S. Environ¬ 
mental Protection Agency issued pursu¬ 
ant to the Federal Insecticide. Fungicide, 
and Rodenticide Act (7 U.S.C. 135). 

§ 137.53 [Amended 1 

51. By amending $ 137.53(c) (1) by 
deleting the word "periodic'’ and insert¬ 
ing the word "annual” in place thereof. 


PART 145—REPAIR STATIONS 
§ 145.43 [Amended] 

52. By amending 1 145.43(b)(3) by 
deleting the word "date/*. 

53. By amending I 145.45 by revising 
the first sentence of paragraph <f) to 
read as follows: 


g 145.45 Inspection iplenw. 

• • • • • 

(f) At the time he applies for a repair 
station certificate, the applicant must 
provide an inspection procedures manual, 
and thereafter maintain it in current 
condition at all times. • • • 

§ 145.71 [Amended] 

54. By amending 1 145.71 by deleting 
the word ”to” in the hist sentence and 
inserting the word "through” in place 
thereof. 


PART 147—AVIATION MAINTENANCE 
TECHNICIAN SCHOOLS 

55. By revising 1147.3 to read as 
follows: 


g 147.3 Certificate required. 

No person may operate as a certificated 
aviation maintenance technician school 
without, or in violation of, an aviation 
maintenance technician school certifl- 
cate issued under this part. 

§ 147.7 [ Amended 1 

56. By deleting 1 147.7(c). 
g 147.38a [Amended] 

57. By changing the word “te*r 
wherever it appears in 1 147.38a to the 
plural word “tests”. 

Issued in Washington. D.C.. on Novem¬ 
ber 28. 1975. 

James 11 Vines. 

Acting Director. 

Flight Standards Servu e 

|FR Doc.75-32902 Filed i2-5-73;8:45 au«| 
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FEDERAL ELECTION COMMISSION 

I Notice 1975-87. AOR 1975-110 and 
AOR 1975-1111 

ADVISORY OPINION REQUESTS 

In accordance with the procedures set 
forth in the Commission’s Notice 1975-4. 
published on June 24, 1975 (40 FR 
■>6660', Advisory Opinion Requests 1975- 
llDand 1975-1X1 are published today. 

Interested persons wishing to com¬ 
ment on the subject matter of any Ad¬ 
visory Opinion Request may submit 
written views with respect to such re¬ 
quests within 10 calendar days of the 
date of the publication of the request 
m the Federal Register. Such submission 
«4iould be sent to the Federal Election 
Commission. Office of General Counsel, 
Advisory Opiniou Section, 1325 K Street. 
XW., Washington, D.C. 20463. Persons 
requiring additional time in which to 
respond to any Advisory Opinion Re¬ 
quest will normally be granted such time 
upon written request to the Commission. 
All timely comments received by the 
Commission will be considered by the 
Commission before it issues an advisory 
opinion. The Commission recommends 
that comments on pending Advisory 
Opinion Requests refer to specific AOR 
number of the Request commented upon, 
and that statutory references be to the 
United States Code citations, rather 
than to the Public Law Citations. 

AOR 1975-110: Contributions by Federal 
Contractors to State or Local Officials: 
Contractors Who Bid Competitively on 
Federal Aid Projects (Request Edited 
by the Commission). 

GFNTLEMrw: Tills is a request for an 
advisory opinion as to the applicability 
of 18 U.S.C. 5 611. as amended by Pub. L. 
93-443. Section 103 < October 15. 1974), 
to campaign contributions made by Fed¬ 
eral contractors for purposes of the elec¬ 
tion of State or local officials and, in ad¬ 
dition to that issue, its particular appli¬ 
cation to construction contractors 
uho bid competitively on Federal-aid 
projects, • • ♦ 


• • • l One question Isl whether or 
not construction contractors with Fed¬ 
eral-aid contracts are • • • subject to 
' * * I 611. These Federal-aid contracts 
local governmental agencies. 

• • • [Another question is whether 
construction contracts Involve 1 "the ren¬ 


dition of personal services or furnishing 
any material • • • to the United 
States.” 

• • * (A furtherl question • • • is 
whether or not contracts which are com¬ 
petitively bid are subject to the provi¬ 
sions of 8 611. Typically, all construction 
contracts are competitively bid and 
awarded to the lowest responsible bidder. 
There is no negotiation* as that term is 
commonly used, in the award of public 
do not involve a contract between the 
construction contractor and the United 
States or any of its departments or agen¬ 
cies. They are made directly with state or 
construction contracts, and it is not clear 
whether competitive bidding would be 
covered by the term '‘negotiation'*. • • • 

l In summary, the following questions 
are submitted for an advisory* opinion) 

(1) Does Section 611 prohibit corpo¬ 
rate contributions by Federal contractors 
to candidates for State and local elec¬ 
tions? 

(2) Are construction contracts cov¬ 
ered by Section 611? 

(3) If answer to <2> is yes, is a person 
holding a Federal-aid construction con¬ 
tract with a non-federal agency consid¬ 
ered a ' Federal Contractor” under Sec¬ 
tion 611? 

(4) Is a competitively bid project cov¬ 
ered by Section 611. the same as a negoti¬ 
ated contract? 


David C. Treen. 

Member of Congress. 

Source: Honorable David C. Treen, 
House of Representatives, Washington. 
D.C. 20515, (November 9. 1975). 

AOR 1975-111: Contributions to State 
and Local Candidates by a Candidate 
for Federal Office < Request Edited by 
the Commission». 

Dear Mr. Curtis: • • • I have an¬ 
nounced publicly that I will be a candi¬ 
date for re-election to the Congress in 
1976. • • • I am submitting • • • [several 
questions 1 to you for an [advisory 
opinion 1 so that I may have a better un¬ 
derstanding as to how campaign funds 
can be legally spent. 

m * • * « 

In the State of Louisiana, we hold elec¬ 
tions for State officials in off years, with 
the Congressional elections coming the 
following year. Of course, every four 
years there are many • • • campaigns in 


my Congressional District. During 1975, 
in the primaries and general election 
there will be over 1,000 candidates, in¬ 
cluding incumbents and challengers. 
• • • ITlhe best political Investment 
that a candidate for Congress can make 
is to help some of the candidates with 
small financial contributions, who then 
may reciprocate the favor during the 
Congressional campaign that follows 
later. 

At the conclusion of my last success¬ 
ful campaign in 1974, I had a $10,000 
surplus. I bought a Certificate of Deposit 
so os to earn interest. The Certificate will 
mature on January 1, 1976. If I should 
withdraw these funds at this time and 
activate (my re-election campaign 1 
then, of course, I would lose substantial 
interest. Therefore. my political 
plan • • • is to make small political con¬ 
tributions to a select group of candidates 
for public State office. Then when I acti¬ 
vate my Congressional Account in Janu¬ 
ary 1976 I would draw checks to reim¬ 
burse whatever account I borrowed the 
money from for the political expendi¬ 
tures made during 1975. 

• • • • • 

l My second question relates to the pur¬ 
chase and campaign distribution of foun¬ 
tain pens bearing my name. 1 • • • These 
pens have skyrocketed in cost. However, 
[based on past purchases for other elec¬ 
tion campaigns 1 I am protected at a low 
price • • • but I must finalize the trans¬ 
action and give • • • firm orders by De¬ 
cember 10. Unless I finalize the orders 
by December 10, I w*ill have to pay 50% 
more for the pens. So. the same question 
arises, will I be in compliance with the 
law if I purchase the fountain pens now, 
retain them undistributed until 1976. but 
pay for them out of my personal funds, 
then reimburse my personal funds for the 
expenditure after I have activated my 
political account • • • in January 1976. 


Otto E. Passman. 

Source: Honorable Otto E. Passman, 
House of Representatives. Washington, 
D.C. 20515, i November 20. 1975). 

Dated: December 2,1975. 

Thomas B. Curtis. 
Chairman /or the 
Federal Election Commission. 
(FR Doc.75-32035 Piled 12-5-75:8:45 am| 
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THIS HANDY 
REFERENCE 
IS A “MUST” 
ON YOUR 
BOOKSHELF! 

1975/1976 EDITION 

Whatever happened to the Director of Liqul* 
dation? (page 693) 

Which agencies have programs concerning 
American Indians? (page 817) 

What is SPARS? (page 762) 

The answers to these and many more in* 
triguing questions concerning the Federal 
Government can be found in the U.S. Govern¬ 
ment Manual. 


This official guidebook provides useful information about a wide variety 
of programs and activities within the three branches of Government, 
including: 

• Agency programs, functions, key officials, and a “Sources of In* 
formation” section 

• Federal regional government system 

• A historical reference to Federal agencies and functions 

• Bicentennial activities and programs 

This handbook is an excellent reference tool for teachers, students, librar¬ 
ians, businessmen, lawyers, and citizens interested in current information 
about the U.S. Government. 



$6.50 


per copy 
Paper bound, with chart* 


MAIL ORDER FORM To: Superintendent of Documents, Government Printing Office 
Washington, D.C. 20402 


Enclosed find f..™.*.__ (check, money order, or Supt. of Documents coupons ). P/ease send 

me __ copies of the UNITED STATES GOVERNMENT MANUAL. 1975/1976, at $ 6.50 

per copy. 

(Catalog No. GS 4.109:975) (Stock No. 022-003-009JO-6; 


Please charge this order 
to my Deposit Account 


Name . .~ 

Street address ..... 
City and State 


FOR USE Of SUPT. DOCS. 

........ Endoted .... 

To be mailed 
. later— . 

Subscription - 

Refund . . 

Coupon refund 

Postage . 

Foreign handling 


ZIP Code 
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